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REGULATION (EC) No 1333/2008 |OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 16 December 2008

on food additives

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO-
PEAN UNION,

Having regard to the Treaty establishing the European Commu-
nity, and in particular Article 95 thereof,

Having regard to the proposal from the Commission,

(4)

This Regulation harmonises the use of food additives in
foods in the Community. This includes the use of food
additives in foods covered by Council Directive
89/398/EEC of 3 May 1989 on the approximation of the
laws of the Member States relating to foodstuffs intended
for particular nutritional uses (3) and the use of certain
food colours for the health marking of meat and the deco-
ration and stamping of eggs. It also harmonises the use of
food additives in food additives and food enzymes thus
ensuring their safety and quality and facilitating their stor-
age and use. This has not previously been regulated at
Community level.
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COMMISSION REGULATION (EU) No 1129/2011

of 11 November 2011

amending Annex II to Regulation (EC) No 1333/2008 of the European Parliament and of the
Council by establishing a Union list of food additives

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European
Union,

Having regard to Regulation (EC) No 1333/2008 of the
European Parliament and of the Council of 16 December
2008 on food additives (!), and in particular Article 10,
Article 30(1) and Article 30(5) thereof,

Whereas:

placed on the market and used in foods under the
conditions of use specified therein. The additives should
be listed on the basis of the categories of food to which
they may be added. In order to facilitate the transfer and
to enhance transparency of the authorisation procedure,
it is appropriate to develop a new food categorisation
system which will form the basis of Annex II.

The established Codex Alimentarius General Standard for
Food Additives (%), food category system has been used as
a starting point for developing the Union system.
However, that system needs to be adapted to take into
account the specificity of the existing food additive auth-



% AR 2E

Maximum level (mg/l or
mg/kg as appropriate)

Fruit and vegetables ﬁ I:II:II:I ﬁﬁ (x\ I:I:l . IJ\)

Unprocessed fruit and vegetables

Category number E-number Name Footnotes Restrictions/exceptions

Entire fresh fruit and vegetables

E 172 Iron oxides and hydroxides 6 only as a contrast enhancer for marking citrus fruit, melons
and pomegranates in order to:

— repeat all or some of the mandatory information particulars
requs . S o j

ERS. RY4

2
E 200-203 Sorbic acid — sorbates only surface treatment of unpeeled fresh citrus fruit
E 220-228 Sulphur dioxide — sulphites 10 (3) only table grapes, fresh lychees (measured on edible parts) and %
blueberries (Vaccinium corvimbosum) |
E 220-228 Sulphur dioxide — sulphites = = vacuum-packed sweetcorn ;
=3 L
XAFERAE 2
E 445 Glycerol esters of wood rosins o omry—surface treatment of citrus fruit %
25 =
- [
w
E 464 Hydroxypropyl methyl cellulose 10 only for citrus fruit, melons and pomegranates in order to: g
— repeat all or some of the mandatory information particulars
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Guidance document describing the food categories in Part E of
Annex II to Regulation (EC) No 1333/2008 on Food Additives

Dairy products and analogues

This category covers all types of dairy products that are derived from the milk of any
milk-producing animal (e.g. cow, sheep, goat, buffalo, ass, horse), excluding products in
category 2 "Fats and oils", category 3 "Edible ices", category 14 "Beverages" and
category 16 "Desserts". This category also includes dairy analogues (see 1.8). In this
category, a “flavoured” product is a product with any kind of taste and/or flavour-giving
element added (sugar, sweetener, flavouring, fruit preparation, spices, vegetables, etc.);
this shall mean the contrary of “unflavoured”.

This category also contains corresponding lactose-free products.

K

Unflavoured pasteurised and unflavoured sterilised (including UHT) milk

This category covers whole, skimmed and semi-skimmed milk as well as milk intended
for consumption as liquid milk (e.g. lactose-free products).

V2.

Unflavoured fermented milk products, including natural unflavoured buttermilk
(excluding sterilised buttermilk) non-heat-treated after fermentation
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COMMISSION REGULATION (EU) No 231]2012
of 9 March 2012

laying down specifications for food additives listed in Annexes II and III to Regulation (EC)
No 1333/2008 of the European Parliament and of the Council

(Text with EEA relevance)

THE EUROPEAN COMMISSION, (4  The European Food Safety Authority (hereinafter ‘the
Authority’) expressed its opinion on the safety of basic
methacrylate copolymer (°) as a glazing agent. That food
additive has subsequently been authorised on the basis of
specific uses and has been allocated the number E 1205.

Therefore specifications should be adopted for that food
Having regard to Regulation (EC) No 1333/2008 of the additive.

European Parliament and of the Council of 16 December
2008 on food additives ('), and in particular Articles 14 and

30(4) thereof, and Regulation (EC) No 1331/2008 of the (5  Food colours ethyl ester of beta-apo-8'-carotenic acid (E
European Parliament and of the Council of 16 December 160 f), and brown FK (E 154), as well as the aluminium
2008 establishing a common authorisation procedure for containing carrier bentonite (E 558) are not used any
food additives, food enzymes and food flavourings (), and in more according to information submitted by food manu-
particular Article 7(5) thereof, facturers. Therefore, current specifications for those food

additives should not be taken over to this Regulation.

Having regard to the Treaty on the Functioning of the European
Union,



E 301 SODIUM ASCORBATE
Synonyms
Definition

Einecs

Chemical name

Chemical formula
Molecular weight

Assay

Description

Identification

Test for ascorbate

Sodium L-ascorbate; L-Ascorbic acid monosodium salt

205-126-1

Sodium ascorbate; Sodium L-ascorbate; 2,3-Didehydro-L-threo-hexono-
1,4-lactone sodium enolate; 3-Keto-L-gulofurano-lactone sodium
enolate

C¢H,0¢Na

198,11

Sodium ascorbate, after drying in a vacuum desiccator over sulphuric
acid for 24 hours, contains not less than 99 % of C,H,O.Na

White or almost white, odourless crystalline powder which darkens on
exposure to light

Passes test
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REGULATION (EU) No 1169/2011 |0F THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 25 October 2011

on the provision of food information to consumers, amending Regulations (EC) No 1924/2006 and
(EC) No 1925/2006 of the European Parliament and of the Council, and repealing Commission
Directive 87/250/EEC, Council Directive 90/496/EEC, Commission Directive 1999/10/EC,
Directive 2000/13/EC of the European Parliament and of the Council, Commission Directives
2002/67[EC and 2008/5/EC and Commission Regulation (EC) No 608/2004

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE
EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European
Union, and in particular Article 114 thereof,

Having regard to the proposal from the European Commission,

Having regard to the opinion of the European Economic and
Social Committee (1),

Acting in accordance with the ordinary legislative procedure (%),

(4

(5)

According to Regulation (EC) No 178/2002 of the
European Parliament and of the Council of 28 January
2002 laying down the general principles and
requirements of food law, establishing the European
Food Safety Authority and laying down procedures in
matters of food safety () it is a general principle of
food law to provide a basis for consumers to make
informed choices in relation to food they consume and
to prevent any practices that may mislead the consumer.

Directive 2005/29/EC of the European Parliament and of
the Council of 11 May 2005 concerning unfair business-
to-consumer commercial practices in the internal
market (‘) covers certain aspects of the provision of
information to consumers specifically to prevent
misleading actions and omissions of information. The
general principles on unfair commercial practices
should be complemented by specific rules concerning

SRR TN PPN . G K o SRR taila =
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PART C DESIGNATION O

AN INGREDIENTS BY THE NAME OF THEIR CATEGORY FOLLOWED BY THEIR
LECIFIC NAME OR E NUMBER

Without prejudice to Article 21, food additives and food enzymes other than those specified in point {b) of Article 20
belonging to one of the categories listed in this Part must be d:atgnaitd by the name of that category, tollowed by their
specitic name or, if appropriate, E number. If an ingredient belongs to more than one of the catepories, the catepory
appropriate to the principal function in the case of the food in guestion shall be indicated.

Aod Foaming agent

Acidity regulavor

Gelling agent

Anti-caking agent

Glazing agent

Anti-foaming agent

Humectant

Anticeodant

Modihed starch (%)

Bulking apent

Preservative

Colour Propellent gas
Emulsifier Raising apent
Emulsifying =alts (') Sequestrant
Firming agent Stabiliser
Havour enhancer Sweetener
Hour treatment agent Thickener

('} Only for processed cleeses and products based on processed cheeses.
(7} The specific name or E numiber shall not be required o be mdicared.



Article 20 Omission of constituents of food from the list of ingredient

F20& BAVAIDOERASDER

(b) food additives and food enzymes:
(i) whose presence in a given food is solely due to the fact that
they were contained in one or more ingredients of that food, In
accordance with the carry—over principle referred to in points (a)
and (b) of Article 18(1) of Regulation (EC) No 1333/2008, provided
that they serve no technological function in the finished product;
or
(ii) which are used as processing aids;

(b) EBERAINMYE IUVERER
(i) RRBELTHEHMOKEEZ RIGWN E25HE L, FHEIEC)
No 1333/2008MEFE18F(1)D(a)B LK) TERINTILNS
Fvl)—F—N—JgAIZfEL, BRICEETDOIDIEL. TOEBHRD
1DUEOBRDIZEETFNTWVWBAREWNWSIEEDODAIZELDED ;
& BN,

(i) MIBFE LTHEASZIND D,



INGREDIENTS:
Son de blé (86%), sucre, extrait de malt d'orge, sel.

[E1 5
INEST F (86%). WhiE., KEZHFIFX &

Ingredients : Salt, Spices (Paprika, Curry, Coriander, Hot
Red Pepper, Ginger, Cumin, Curcuma), Flavour Enhancers
(Monosodium Glutamate E621, Disodium Inosinate E631,
Disodium Guanylate E627), Dehydrated Garlic, Soy Sauce
Powder, Sugar, Hydrogenated Palm Fat, Acidity Regulator
(Citric Acid E330)

FE#f &, BRIV A AL— VTV
X—, BE¥F. avHhH, 7, 717 7) EAE

FAR

EAST &N

SEASONING 3 = EeH(7 IV 2 I R MY U LEG21. A/ RS
m— MU LEG3L. U7 ZIVEEF kU T LEG2T). EZlE=
YU, BMERER., WEE. KN LOR, ERERIEEE

#I(7 T > ELE330)
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Approved additives and E numbers

Additives and E numbers for colours, preservatives, antioxidants,
sweeteners, emulsifiers, stabilisers, thickeners and other types of
additives.

Last updated: 31 December 2020

ON THIS PAGE

Food additives guidance

This guidance provides information about requirements that you need to comply
with, as specified in the retained EU legislation on food additives .



Colours

E numbers Additives
E100 Curcumin
E101 (i) Riboflavin
(i) Riboflavin-5'-phosphate
E102 Tartrazine
E104 Quinoline yellow
E110 Sunset Yellow FCF; Orange Yellow S
E120 Cochineal; Carminic acid; Carmines
E122 Azorubine; Carmoisine
E123 Amaranth
E124 Ponceau 4R; Cochineal Red A
E127  Erythrosine
E129 Allura Red AC
E131 PatentBlue V
E132 Indigotine; Indigo Carmine
E133  Brilliant Blue FCF
E140 Chlorophylls and chlorophyllins
E141 Copper complexes of chlorophyll and chlorophyllins



UK rejects titanium dioxide ban: FSA
disagrees with EU food safety watchdog,
allowing artificial whitening color

=[] f |wlin|+ LN

14 Mar 2022 --- The UK's Food Standards Agency (FSA) has dismissed the
research findings of the European Food Safety Authority (EFSA), which flag
titanium dioxide’s toxicity as a whitening food colorant — declining to ban the

artificial additive.

New governing rules in mainland Europe are currently in action for producers
to reformulate their F&B products during a four-month window of phasing out
titanium dioxide, which is labeled as E171 in the EU.

This follows EFSA's decision deeming titanium dioxide as "not safe” in 2021,
which prompted the European Commission’s decision to completely ban it this
year. Nevertheless, titanium dioxide is still permitted for use in pharmaceutical
applications.

Following its assessment of the evidence, the FSA refrained

from validating the safety concerns surrounding the contested
/ additive. Notably, Food Standards Scotland (FSS) has aligned
™\ with this conclusion.

| .
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§ 73.169 Grape color extract.

(a) Identity.

(1) The color additive grape color extract is an aqueous solution of anthocyanin grape pigments
made from Concord grapes or a dehydrated water soluble powder prepared from the
aqueous solution. The aqueous solution is prepared by extracting the pigments from
precipitated lees produced during the storage of Concord grape juice. It contains the
common components of grape juice, namely anthocyanins, tartrates, malates, sugars, and
minerals, etc., but not in the same proportion as found in grape juice. The dehydrated water
soluble powder is prepared by spray drying the aqueous solution containing added malto-
dextrin.

(2) Color additive mixtures for food use made with grape color extract may contain only those
diluents listed in this subpart as safe and suitable in color additive mixtures for coloring
foods.

(b) Specifications. Grape color extract shall conform to the following specifications: Pesticide
residues, not more than permitted in or on grapes by regulations promulgated under section 408
of the Federal Food, Drug, and Cosmetic Act. Lead (as Pb), not more than 10 parts per million.
Arsenic (as As), not more than 1 part per million.

(c) Uses and restrictions. |Grape color extract may be safely used for the coloring of nonbeverage
food, except that it may not be used to color foods for which standards of identity have been
promulgated under section 401 of the act, unless the use of added color is authorized by such
standards.

(d) Labeling. The color additive and any mixtures prepared therefrom intended solely or in part for
coloring purposes shall bear, in addition to the other information required by the act, labeling in
accordance with the provisions of § 70.25 of this chapter.
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§172.804 Aspartame.

The food additive aspartame may be safely used in food in accordance with good manufacturing practice
as a sweetening agent and a flavor enhancer in foods for which standards of identity established under
section 401 of the act do not preclude such use under the following conditions:

(a) Aspartame|is the chemical 1-methyl N- L.-a-aspartyl-.-phenylalanine (C14H1gN20s).

(b) The additive meets the specifications of the Food Chemicals Codex, 7th ed. (2010), pp. 73-74,
which is incorporated by reference. The Director of the Office of the Federal Register approves
this incorporation by reference in accordance with 5 U.S.C. 552(a) and 1 CFR part 51. You may
obtain copies from the United States Pharmacopeial Convention, 12601 Twinbrook Pkwy.,
Rockville, MD 20852 (Internet address http./www.usp.org). Copies may be examined at the Food
and Drug Administration's Main Library, 10903 New Hampshire Ave., Bldg. 2, Third Floor, Silver
Spring, MD 20993, 301-796-2039, or at the National Archives and Records Administration
(NARA). For information on the availability of this material at NARA, call 202-741-6030 or go to:
http.//www.archives.gov/federal-register/cfr/ibr-locations.html.

(c)

(1) When aspartame is used as a sugar substitute tablet for sweetening hot beverages,
including coffee and tea, L-leucine may be used as a lubricant in the manufacture of such
tablets at a level not to exceed 3.5 percent of the weight of the tablet.
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§ 182.1 Substances that are generally recognized as safe.

(@)

(b)

It is impracticable to list all substances that are generally recognized as safe for their intended
use. However, by way of illustration, the Commissioner regards such common food ingredients
as salti pepper \.e'inegari baking E{)wder and monosodium glutamate as safe for their intended
use. This part includes additional substances that, when used for the purposes indicated, in
accordance with good manufacturing practice, are regarded by the Commissioner as generally
recognized as safe for such uses.

For the purposes of this section, good manufacturing practice shall be defined to include the
following restrictions:

(1) The quantity of a substance added to food does not exceed the amount reasonably required
to accomplish its intended physical, nutritional, or other technical effect in food; and

(2) The quantity of a substance that becomes a component of food as a result of its use in the
manufacturing, processing, or packaging of food, and which is not intended to accomplish
any physical or other technical effect in the food itself, shall be reduced to the extent
reasonably possible.

(3) The substance is of appropriate food grade and is prepared and handled as a food
ingredient. Upon request the Commissioner will offer an opinion, based on specifications
and intended use, as to whether or not a particular grade or lot of the substance is of
suitable purity for use in food and would generally be regarded as safe for the purpose
intended, by experts qualified to evaluate its safety.
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© FDAHome @ Generally Recognized as Safe @ Food Ingredient & Packaging Inventories @ GRAS Motices

The inventory of GRAS notices provides information about GRAS notices filed within each year since 1998, when FDA received its first GRAS notice. Once FDA has responded to
a GRAS notice, the text of FDA's response will also be available as part of the record for that notice. We will update this information approximately monthly. Maore information
about this inventory is available on the GRAS Motice Inventory Introduction page.

Search and display hints:

Selectthe specific GRM number below to view additional details about any GRAS MNotice.

To sort by a specific field, click on the column header for that field.

To browse the records, use the Show All, FirstPrevious/MextlLast, and Jump To options at the bottom of the data table.

To search for a specific substancefterm, enter the term in the Search box and select Show ltems 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 reduce, ingredient, and cultured. To limit results to only the searched term, place a space before and afterthe word in the basic search orin the advanced search

“this exact phrase” field.
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Basic Search | Advanced Search
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Search: (grape

GRN No.
(sorted Z-A)

446

350

199

125

124

120

93

. Show Items | Clear |

Substance

Red grape pomace extract

Saccharomyces cerevisiae strain P1Y0, a variant of S. cerevisiae parent strain UCD2034

Concentrated hydrolyzed milk protein

Grape seed extract and grape pomace extract

Grape seed extract

Saccharomyces cerevisiae strain MLO1 carrying a gene encoding the malolactic enzyme from
Oenococcus oeni and a gene encoding malate permease from Schizosaccharomyces pombe

Grape seed extract and grape skin extract

Search within these results

Records Found: 7 Page 1 of 1

Date of closure

Apr 15,2013

Feb 4, 2011

May 11, 2007

Aug 18, 2003

Aug 1, 2003

Jun 30, 2003

Jun 5, 2002

FDA's Letter

FDA has no
questions; some uses
may require a color
additive listing

FDA has no questions

FDA has no questions
(additional
correspondence
available)

FDA has no
guestions; some uses
may require a color
additive listing

FDA has no questions
FDA has no questions
Notice does not

provide a basis for a
GRAS determination.
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B phosphate. 1L 1s soluble In hydrochlonc acid; the sodium
osphate moiety is soluble in water, whereas the sodium
aluminum phosphate moiety is only sparingly soluble in
water.
nction: Emulsifier
ackaging and Storage: Slore in tightly closed
ntainers.

NTIFICATION
Luninum, Appendix 1A

sample solution: 100 mg/mL in 1:2 hydrochloric acid
e -hcl:eptance criteria: Passes Lesis

" s PHOSPHATE, Appendix IIIA

sample solution: 100 mg/mL in 1:2 hydrochloric acid
Acceptance criteria: Passes lesls

 S0piuM, Appendix A

= Sample: 100 mg/mL in 1:2 hydrochloric acid

. Acceptance criteria: Responds to flame test for sodium

L

sample: 2.5 g

Analysis: Transfer the Somple into-a 400-ml. beaker. Add
- 15 mL of hydrochloric acid and one glass bead, cover
. with a watch glass, and boil gently for about 5 min.

. Rinse any condensate on the watch glass into the

~  beaker, cool the solution to room temperature, transfer
- It quantitatively to a 250-mL volurnetric flask, dilute to
volume with water, and mix thoroughly. Transfer 10.0
mL of this solution to a 250-mL beaker, add
phenolphthalein TS, and neutralize with 6 N

DA

Sodium Ascorbate
First Published: Prior to FCC &

Vitamin € Sodium
Sodium L-Ascorbate

Farmula wt 198,11
CAS: [134-03-2]

CeHMNaly

L
:n:l:\/?.tﬂ
INS: 301

Ul S033EHB359 [sodium ascorbate)

DESCRIPTION

Sodium Ascorbate occurs as a white to yellow crystalline
powder that does not darken on exposure Lo light. One g
is soluble in 2 ml of water. The pH of a 1:10 aqueous
solution is about 7.5.

Function: Antioxidant; meat curing aid; nutrient

Packaging and Storage: Store in tight, light-resistant

containers.

IDENTIFICATION
« A. PROCEDURE
Sample solution: 20 mg/mL
Acceptance criteria: The Somple solution slowly reduces
alkaline cupric tartrate TS at 25°, and does so more
readily upon heating.

—
—
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Food Chemicals Codex (FCC)

ALY Food Chemicals Codex + FCC Forum
New platform. Expanded content.

Food“
| Lear more _ Codexiroc
Learn more Codex|Fcc,

The FCCand associated Reference Materials enables you to verify the identity, quality, and purity of the food ingredients you
buy and sell, which help to ensure the overall safety and integrity of the food ingredient supply chain. An FCC standard can be
used to characterize ingredients used in food. Monographs in the FCC consist of tests and specifications for identification,
assay and impurities, as well as other tests that help describe the purity and quality of the ingredient. FCC standards are
reviewed and approved by independent experts. Learn how to become an expert volunteer.

FCC Updates

* FCC 12, Third Supplement Commentary (posted 01-Sept-2021)

* FCC 12, Third Supplement Approvals and Cancellations (posted 01-Sept-2021)
s FCC12, Second Supplement Commentary (posted 01-Mar-2021)

* New Publication Announcement (posted 20-Nov-2020)

s FCC 12, First Supplement Commentary (posted 23-0ct-2020)

* FCC 12, First supplement Approvals and Cancellations {posted 14-Oct-2020)

* New Immediate Standard (posted 12-0ct-2020)
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§ 101.4 Food; designation of ingredients.

(a)

(1) Ingredients required to be declared on the label or labeling of a food, including foods that

comply with standards of identity, except those ingredients exempted by § 101.100, shall be
listed t:: common or usual name in descending order of Ereduminance b: weiﬁht on either
the principal display panel or the information panel in accordance with the provisions of §
101.2, except that ingredients in dietary supplements that are listed in the nutrition label in
accordance with § 101.36 need not be repeated in the ingredient list. Paragraph (g) of this
section describes the ingredient list on dietary supplement products.

(2) The descending order of predominance requirements of paragraph (a)(1) of this section do

not apply to ingredients present in amounts of 2 percent or less by weight when a listing of
these ingredients is placed at the end of the ingredient statement following an appropriate
quantifying statement, e.g., “Contains _ percent or less of ___" or “Less than _ percent of _
The blank percentage within the quantifying statement shall be filled in with a threshold level
of 2 percent, or, if desired, 1.5 percent, 1.0 percent, or 0.5 percent, as appropriate. No
ingredient to which the quantifying phrase applies may be present in an amount greater than
the stated threshold.

n

(B) The name of an ingredient shall be a specific name and not a collective (generic) name, except

that:

(1) Seicesi ﬂamrinﬂs culnrings and chemical Eresewatives shall be declared according to the

provisions of § 101.22.



§101.22

Foods; labeling of spices, flavorings, colorings and chemical preservatives.

(a)

(1) The term artificial flavor or artificial flavoring means any substance, the function of which is

to impart flavor, which is not derived from a spice, fruit or fruit juice, vegetable or vegetable
juice, edible yeast, herb, bark, bud, root, leaf or similar plant material, meat, fish, poultry,
eqggs, dairy products, or fermentation products thereof. Artificial flavor includes the

substances listed in §§ 172.515(b) and 182.60 of this chapter except where these are
derived from natural sources.

(2) The term spice means any aromatic vegetable substance in the whole, broken, or ground

form, except for those substances which have been traditionally regarded as foods, such as
onions, garlic and celery; whose significant function in food is seasoning rather than
nutritional; that is true to name; and from which no portion of any volatile oil or other

flavoring principle has been removed. Spices include the spices listed in § 182.10 and part
184 of this chapter, such as the following:

Allspice, Anise, Basil, Bay leaves, Caraway seed, Cardamon, Celery seed, Chervil, Cinnamon,
Cloves, Coriander, Cumin seed, Dill seed, Fennel seed, Fenugreek, Ginger, Horseradish,
Mace, Marjoram, Mustard flour, Nutmeg, Oregano, Paprika, Parsley, Pepper, black; Pepper,

white; Pepper, red; Rosemary, Saffron, Sage, Savory, Star aniseed, Tarragon, Thyme,
Turmeric.
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() A food to which a chemical preservative(s) is added shall, except when exempt pursuant to §
101.100 bear a label declaration stating both the common or usual name of the ingredient(s) and

a separate description of its function,_e.g. “preservative” “to retard spoilage”, “a mold inhibitor”,
“to help protect flavor” or “to promote color retention”.

(k) The label of a food to which any coloring has been added shall declare the coloring in the
statement of ingredients in the manner specified in paragraphs (k)(1) and (k)(2) of this section,
except that colorings added to butter, cheese, and ice cream, if declared, may be declared in the
manner specified in paragraph (k)(3) of this section, and colorings added to foods subject to §§

105.62 and 105.65 of this chapter shall be declared in accordance with the requirements of
those sections.
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§101.10C

Food; exemptions from labeling.

(@) The following foods are exempt from compliance with the requirements of section 403(i)(2) of
the act (requiring a declaration on the label of the common or usual name of each ingredient
when the food is fabricated from two or more ingredients).

(1) An assortment of different items of food, when variations in the items that make up different

packages packed from such assortment normally occur in good packing practice and when
such variations result in variations in the ingredients in different packages, with respect to
any ingredient that is not common to all packages. Such exemption, however, shall be on the
condition that the label shall bear, in conjunction with the names of such ingredients as are
common to all packages, a statement (in terms that are as informative as practicable and
that are not misleading) indicating by name other ingredients which may be present.

(2) A food having been received in bulk containers at a retail establishment, if displayed to the

purchaser with either:

(i) The labeling of the bulk container plainly in view, provided ingredient information

appears prominently and conspicuously in lettering of not less than one-fourth of an
inch in height; or

(i) A counter card, sign, or other appropriate device bearing prominently and
conspicuously, but in no case with lettering of less than one-fourth of an inch in height,
the information required to be stated on the label pursuant to section 403(i)(2) of the
Federal Food, Drug, and Cosmetic Act (the act).



(3) Incidental additives that are present in a food at insigniﬂcant levels and do not have any
technical or functional effect in that food. For the purposes of this paragraph (a)(3),

incidental additives are:

() Substances that have no technical or functional effect but are present in a food by

. |
reason of having been incoreorated into the food as an ingredient of another food, in
which the substance did have a functional or technical effect.

(ii) Processing aids, which are as follows:

(@) Substances that are added to a food during the processing of such food but are
removed in some manner from the food before it is packaged in its finished form.

(b) Substances that are added to a food during processing, are converted into
constituents normally present in the food, and do not significantly increase the
amount of the constituents naturally found in the food.

(c) Substances that are added to a food for their technical or functional effect in the

processing but are present in the finished food at insignificant levels and do not
have any technical or functional effect in that food.



Ingredients: Wheat bran, sugar, malt flavor, contains 2% or
less of salt, Vitamins and Minerals: Niacinamide, reduced iron,
vitamin B6 (pyridoxine hydrochloride), vitamin B2 (riboflavin),
vitamin B1 (thaiamin hydrochloride), folic acid, vitamin D3,

vitamin B12
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Starch-Modified, Potato Starch-Modified, Yeast Extract,
Enriched Flour (Bleached Wheat Flour, Malted Barley Flour,
Niacin, Iron, Thiamine Mononitrate, Riboflavin, Folic Acid),
Salt, Soybean Oil, Nonfat Milk", Whey", Sugar, Chicken Fat,
Natural Flavors, Corn Qil, Caramel Color, Maltodextrin,
Mono and Diglycerides, Turmeric.
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Chicken with Chicken Stock ', Corn Starch-Modified, Wheat
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Food Additive Status List

FDA U_S_ FOOD & DRUG AtoZIindex | FollowFDA | En Espafiol

ADMINISTRATION EEEN -

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Food

Home > Food » Ingredients & Packaging > Food Additives & Ingredients

Food Additive Status List

Overview of Food Ingredients,

f SHARE in LINKEDIN | @ PINIT | & EMAIL | & PRINT
Additives & Colors
Consumer Information on Color Additive Status List
Additives & Ingredients
Color Additives in Food 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 legal regulatory status. The regulations for food additives in 21
Food & Color Additive Petitions Code of Federal Regulations need to be consulted.
More >>

» Food Additive Status List

Substances Added to Food
(formerly EAFUS) Forward | Abbreviations




Substances Added to Fooad

AtoZIndex | FollowFDA | En Espafiol
SEARCH

(p2Y U.S. FOOD & DRUG

ADMINISTRATION

Home | Food ] Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Substances Added to Food (formerly EAFUS) & o

© FDA Home © Ingredients and Packaging © Food Ingredient and Packaging Inventories @ Substances Added to Food (formerly EAFUS)

The Substances Added to Food inventory replaces what was previously known as Everything Added to Foods in the United States (EAFUS).

The Substances Added to Food inventory includes the following types of ingredients regulated by the U.S. Food and Drug Administration (FDA):

» Food additives and color additives that are listed in FDA regulations (21 CFR Parts 172, 173 and Parts 73, 74 respectively), and flavoring substances evaluated by FEMA* and

JECFA™.
» Generally Recognized as Safe (“GRAS") substances that are listed in FDA regulations (21 CFR Parts 182 and 184).
* Substances approved for specific uses in foods prior to September 6, 1958, known as prior-sanctioned substances (21 CFR Part 181).

* Substances formerly used:
* Prohibited substances that are listed in FDA regulations (21 CFR Part 189) as prohibited from use in food (labeled as "PROHIBITED" or "PROHIBITED WITH

EXCEPTIONS").
» Delisted color additives in FDA regulations (21 CFR 81.10 and/or 81.30) (labeled as "DELISTED").

* Some substances "no longer FEMA GRAS"
It is important to note that the inventory is only a partial list of food ingredients. Inclusion in this inventory of information from non-FDA entities does not indicate an FDA approval or
evaluation of this use.
Users also have the option to search multiple food ingredient and packaging inventories at one time. This includes the following substances not listed in the Substances Added to
Food inventory:

» Most substances listed in the inventory of GRAS Notices.
» Indirect food additives such as packaging adhesives, paperboard, and other food contact substances, unless they are also known to be directly added to food.

For more information, please refer to Food Ingredient and Packaging Inventories.
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CODEX ALIMENTARIUS

INTERNATIONAL FOOD STANDARDS
Food and Agriculture
Organization of

the United Nations

World Health
Organization

E-mad. codexifgfac.ong - wiww codex ahmentanus.ang

G| S| F|A

GENERAL STANDARD FOR FOOD ADDITIVES

CODEX STAN 192-1995

Adopted in 1995. Revision 1997, 1999, 2001, 2003, 2004, 2005, 2006, 2007, 2008, 2009, 2010,
2011, 2012, 2013, 2014, 2015, 2016, 2017, 2018, 2019
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GENERAL STANDARD FOR FOOD ADDITIVES

TABLE ONE

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

ACESULFAME POTASSIUM

INS 950 Acesulfame potassium Functional Class: Flavour enhancer, Sweetener

FoodCatNo ~ FoodCategory _ ~ ~— ~ T T 7 MaxLevel Notes Year Adopted

01.1.4 Flavoured fluid milk drinks 350 mg/kg 161 & 188 2007

01.3.2 Beverage whiteners 2000 mg/kg 161 & 188 2008

01.4.4 Cream analogues 1000 mg/k

0152 Milk and cream powder analogues 1000 mg/t CODEX GENERAL STANDARD FOR FOOD ADDITIVES

Food Categories or Individual Food Items in Which
Food Additives are Permitted

Food Category No. 01.1.1 Fluid milk (plain)
Addive NS YearAdopted  Maxlevel  Noes
NITROGEN 941 2017 GMP 59
PHOSPHATES 338; 339(i)-(iii); 340(i)- 2012 1500 mg/kg 33 8227

(iit); 341(i)-(iii); 342(i)-
(ii); 343(i)-(iii); 450(i)-
(iii), (v)-(vii), (ix);
451(i),(ii): 452(i)-(v):



GENERAL STANDARD FOR FOOD ADDITIVES

TABLE THREE

Additives Permitted for Use in Food in General,
Unless Otherwise Specified, in Accordance with

GMP

INS No Additive Functional Class

Acceptable, including
foods conforming to the

following commodity
Year Adopted standards

260 Acetic acid, glacial Acidity regulator, Preservative 1999 CS 117-1981, CS

472a Acetic and fatty acid esters of Emulsifier, Sequestrant,
glycerol

309R-2011, CS 70-
1981, CS 94-1981,
CS 119-1981, CS 291-

ANNEX TO TABLE THREE
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.

Category Number Food Category

01.1.1 Fluid milk (plain)
01.1.2 Other fluid milk (plain)
01.1.3 Fluid buttermilk (plain)

01.2 Fermented and renneted milk products (plain)’
01.4.1 Pasteurized cream (plain)
01.4.2 Sterilized and UHT creams, whipping or whipped creams, and reduced fat creams (plain)

01.6.3 Whey cheese
01.6.6 Whey protein cheese

01.8.2 Dried whey and whey products, excluding whey cheese

02.1 Fats and oils essentially free from water

02.2.1 Butter

04.1.1 Fresh fruit

04.2.1 Fresh vegetables (including mushrooms and fungi, roots and tubers, pulses and legumes, and

aloe vera), seaweeds, and nuts and seeds

04.2.2.1 Frozen vegetables (including mushrooms and fungi, roots and tubers, pulses and legumes, and
aloe vera), seaweeds, and nuts and seeds

04.227 Fermented vegetable (including mushrooms and fungi, roots and tubers, pulses and legumes,
and aloe vera), and 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
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BROFEY AT A

FOOD CATEGORY SYSTEM

PART I: Food Category System

01.0_Dairy products and analogues, excluding products of food category 02.0
01.1  Fluid Milk and Milk Products

01.1.1  Fluid Milk (plain) —— N HE

01.1.2  Other Fluid Milk (plain)

Ro%a

01.1.3  Fluid Buttermilk (plain)
01.1.4 Flavoured Fluid Milk Drinks
01.2 Fermented and renneted milk products (plain),
01.2.1 Fermented milks (plain)
01.2.1.1 Fermented milks (plain), not heat-treated after fermentation
01.2.1.2 Fermented milks (plain), heat-treated after fermentation
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“,l., ,ﬂ: ﬁ” 7< 'fgl Acceptabls, Including

foods conforming to the

following commodity
INS No Additive Functional Class Year Adopted standards

260 Acetic acid, glacial Acidity regulator, Preservative 1999 CS 117-1981, CS
309R-2011, CS 70-
1981, CS 94-1981.
CS 119-1981, CS 291-
2010, CS 302-2011,

CS 319-2015
472a Acetic and fatty acid esters of Emulsifier, Sequestrant, Stabilizer 1999 CS 117-1981, CS
glycerol 309R-2011

ACETIC AND FATTY ACID ESTERS OF GLYCEROL

Acetic and fatty acid esters o - =mulsifier, Sequestrant, Stabilizer

glycerol
FoodCatNo Fu&l{;‘;teaor; _______________ MaxLevel  Notes _"r’gan_ﬂ\dgptai
01.1.2 Other fluid milk (plain) GMP 407 2018
01.2.1.2 Fermented milks (plain), heat-treated after fermentation GMP 234 2013
01.2.2 Renneted milk (plain) GMP 2013
01.4.1 Pasteurized cream (plain) GMP 236 2013
01.4.2 Sterilized and UHT creams, whipping and whipped creams, GMP 2013

and reduced fat creams (plain)
06.4.1 Fresh pastas and noodles and like products GMP 211 2015

08.1.1 Fresh meat, poultry, and game, whole pieces or cuts GMP 16 & 326 2015
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ﬂrﬁaf_lifgﬁﬂ"_ﬂfth* Online Edition: "Combined Compendium of Food Additive Contact
United Nations Specifications" For questions and feedback,

unger send us an email to

jecfa@fao.org
Cnline help About the data General specifications for enzymes Analytical Methods (Volume 4)

Custormn Sean:hil
_ Q This database provides the most recent specifications for food additives evaluated by JECFA. Each specification
is in PDF format for online review or printing. A free programme to read PDF files may be downloaded from here.

FAQ Home
All specifications are in English only, but the guery interface and background information are provided in English,
Food safety & quality French, Spanish, Arabic and Chinese.
About us . ) - . . ) . ;
NOTE: The current version of the specifications is that included in the Monograph with the highest
Events & projects number.
Capacity development
Scientific advice To search for food additives by name enter a search term (name or portion of name) and click SEARCH or press
Calls for data and ENTER. For additive names using greek symbols use the English equivalent (e.g. alpha). For additives starting
experts with numerals, use the numeral (e.0. 1,1,2-).
Microbiological risks
and JEMR%IK Browse alphabetically
Chemical risks and
JECFA Food Additive
Publications
Guidelines INS number

Summary reports

Full reports
CAS number

Toxiologica http://www.fao.org/food/food-safety—quality/scientific—
o advice/ jecfa/jecfa—additives/en/

Other scientific advice Functional use

Emergency prevention
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SYNONYMS

DEFINITION

Chemical names

C.A.S. number

Chemical formula

Structural formula

SODIUM ASCORBATE

Prepared at the 17th JECFA (1973), published in FNP 4 (1978) and in FNP
52 (1992). Metals and arsenic specifications revised at the 61st JECFA

(2003). A group ADI ‘not specified’ was established for ascorbic acid and its
Ca, K and Na salts at the 25th JECFA (1981).

INS No. 301

Sodium ascorbate, sodium L-ascorbate, 2,3-didehydro-L-threo-hexono-1,4-
lactone sodium enolate; 3-keto-L-gulofurano-lactone sodium enolate

134-03-2
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CODEX ALIMENTARIUS

INTERNATIONAL FOOD STANDARDS .
Organization of I"J-'"' "i World Health

the United Nations N 2 ﬁ{ Organlzatlnn

E-mail; code :@fan org - www.codexalimentarius.org

Food and Agriculture

GENERAL STANDARD FOR THE LABELLING
OF PREPACKAGED FOODS
CXS 1-1985

Adopted in 1985. Amended in 1991, 1999, 2001, 2003, 2005, 2008 and 2010.
Revised in 2018.



4.2.3.3 For food additives falling in the respective classes and appearing in lists of food additives permitted for use in
foods, the following functional classes shall be used together with the specific name or recognized numerical
identification such as the Class Names and the International Numbering Sysfem for Food Additives (CXG 36-
1989) as required by national legislation.

Acidity Regulator = Flour Treatment Agent
Anticaking Agent = Foaming Agent
Antifoaming Agent = Gelling Agent
Antioxidant = Glazing Agent
Bleaching Agent =  Humectant
Bulking Agent *  Preservative
Carbonating Agent = Propellant
Colour = Raising Agent
Colour Retention Agent = Sequestrant
Emulsifier = Stabilizer
Emulsifying Salt = Sweetener
Firming Agent = Thickener

Flavour Enhancer

BERAANDOERANEFRISNTWLNS Y X MNEBEHDRIMYIZ DN
T. UTOHeEY 2 X (AR &, FELATEIFERNAET
%ﬁ"%'ﬁﬁ‘ SNBINSEELZEDOHERR (CXG 36-1989)
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4.2.4 Processing aids and carry-over of food additives

4.2.41 A food additive cared over into a food in a significant quantity or in an amount sufficient to perform a
technological function in that food as a result of the use of raw materials or other ingredients in which the
additive was used shall be included in the list of ingredients.

4.2.4.2 A food additive carried over into foods at a level less than that required to achieve a technological function,
and processing aids, are exempted from declaration in the list of ingredients. The exemption does not apply
to food additives and processing aids listed in section 4.2.1.4.
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