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Food Safety
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Information OurWorks

v C Food Safety
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FOOD ADDITIVES CODE

(which is also called "Standards and Specifications of Foed Additives; )

Ministry of Food and Drug Safcty Regulation 82023-642023.9.20.)
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1.

CODEXQ| AZ¥7IE & 74

General Standard for Food Additives (CXS 192-1995)
NBHIIZO| LUAHAE|F)

List of Codex Specifications for Food Additives (CXA 6-2023)
METE7IE0 TSt Codex 14 =

Guidelines for the Use of Flavourings (CXG 6-2008)
2 AREO]| et X|E

Guidelines on Substances used as Processing Aids (CXG 75-2010)

NMEEZHZE AHEEE =220 et XH

General Principles for the Addition of Essential Nutrients to Foods (CXG 9-1987)
AL A EFEI, O Zhof cHt X[E

Class Names and the Intemational Numbering System for Food Additives (CXG 36-1989)

MEE7I=0 2Fa A H=H A

CODEX ESHIOIXIOIM E =l

https://www.fao.org/faco—who—-codexalimentarius
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@Codex Texts

B3 Codex oline
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®JECFA

specifications
=2l
= .

Links

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

74, Codex STAN 152-1995) sets forth the conditions under which permitted food sdditives may
previously been ssandardizad by Codax. The Preamble of the GSFA contains additional information far

The summary and canclusion:

MesTngs an3 Sther relevan:
h a5 call for dats for future m

# recent JECFA

(5-1)Browse
alphabetically

=2l
= -

Food safety and quality

Online Edition: "Combined Co
Specifications”

French. Spanish, Arabic and Chinese.

FAQ Home

NOTE: The current version of the

o e e e e e
| Food Additive Index

Then g coniame A ey M 1902 S301M

ot o A 4 o o 50

g S SO il D52y DT BRSPS BT WO A ATRCANS o Raba {7

Hoa wprape

MABCDEFAHILIKLMNOPORSTUVWXY2
Aceaullame Potassim

Acelic Acid, Glacia’

Acelic and Fatly Ackd Eslors of Glyserol

Acetone

siphaAzetoactate Decarboryinse from Baciius brevs mxpressed in Bacllus subliis
Actiuatad Carbon

Adiplo Ackd
Advantarne
Ay
§ Adglc acid
This database provides the most recent specifi Alfame
Is in PDF format for online review or printing. ee progrl R:“;:i,,f‘jﬁ:,—,,,mm Sutale

Alimaniuin Lakes of Goouting Maters
| Aluminium Potassium Sutaie
Aberinium Silcate
1 Alsminjum Sisfate; anhyoiods
Aluminiun powder

4 AH A Food safety & quality Amaanin
g ?:I = I:H OI- number. : Aarnls Sotion
Scientific advice it <
AlZ A 7|' = Calls for data and ! rmonam Crange
TETllE Sibans To & name enter a search lerrn: tmou i DRchgen P
O bois th ! shae
% g! ! Microbiological risks ussing mmj:; ;?:::;guwn: i
and JEMRA |_ ________ Wom Bacilus icherormis_
(S_Z)II x~ Chemical risks and
] JECFA
-
Al JEGFA publications ra s -
A e // Food additive Y
Guidelines { Butylated hydroxyanisole :
Summary reports I INS number :
Full reports 1 1
Toxicolegical I :
monographs \ CAS number H
Other scientific advice = :
: Functional use :
1 ~ |
(A 1
\ | Search i
%, #
Rl -
74 AH At
® dA oy
AZHII2 Online Edition: "Combined Compendium of Food Additive
= (=]
3 2
=2z Spec ns
= -

Online hel

P e —

] utylated Hydroxyanisol

e data General specifications for enzymes Analytical Methods (Volume 4)




<dE4>
(6-1)
Monograph

=2l
= -

<ALE7|1E>
(6-2)

INS number
=22l
= .

Food safety and quality

Specifications"

Online help About the data

Online Edition: "Combined Compendium of Food Additive

Additive Buty
Synonym(s) BHA
- r
— Specification JMonograph 1 (2006)
jome
CAS number P L Y
Food safety & guality Codex GSFA Onlinel INS number: 320

Scientific advice

Calis for data and
experts

EEE N
A87IE

Off Al

=
4273
BUTYLATED HYDROXYANISOLE
Prepared at the 33t JECFA (1988), published in FNP 33 (1988) and in FNP
52(1992). Metals and arsenic specifications revised at the 675t JECFA (2003)
AnADIof 0-0.5 mg/kg bw was established af the 33 JECFA (1988)
SYNONYMS BHA, INS No, 320
DEFINITION
© 3 Tertary-buts p— e o butylt
hydroxyanisaie
CAS nomber 25013165
Chemealformda Gyl
Structusl formita
[ I
P ,\‘_, L
G5 “‘T"
o, o,
aormer Ttommer
Fofrela weight 180.25
hssay Notless than B8 5% of CiH.40: and nol lis than 85% of S1edlary butyt-4-
hydroxyanisole
DESCRIPTION  White or aiightly yehow ciystals of waxy soid, with a faint chavactaristic odour
FUNCTIONAL USES Antaxdant
CHARACTERISTICS
IDENTIFICATION
Solubsly (Vo 4) Insoluble (n wates. freely soluble in ethanol and propane-1,2-giol
‘Tolow reaclion. To 5 miaf 2 1in 10,000 solution of the sample in 72% efandl, agd 2 mi of
Soduim borate TS and 1 mi of a 1 10,000 soluton of 26-
dichloroquinanechionimide in absolute ethanal, and mix. A blus colour
anpears.
PURITY
Sulfaied gsh (Voi 4)  Not more than 0.05%
Test 5 g of the sampie (Mathod 1)

| FAO/WHO Faod Standards- P

CODEX alimentarius

GSFA Online

Updated up to the 46" Session of the Codex Alimentarius Commission (2023)

FOOD ADDITIVE DETAILS
+ Butylated hydroxyanisole (BHA) (320)

Synonym(s)
" BKA

Functional Classes
» Antioxidant

& Click here to search the FAQ JECFA database for the specifications of additive(s) with INS No. 320

& Click here to search the WHO JECFA database for re(s) with INS No. 320
2
CSV (Tables) M87IE

ENGLISH | FRANCA

@

. ~=
5?5?.4 Provisions for Butylated hydroxyanisole (BHA) N
Number - Food Category * Max Level Notes 1
07.0 Bakery wares 00mglig « Note180 |
~ Note 15 :
L0132 Beverage whiteners 100 mg/kg « Note X§250 |
~ Notexszsz I
“ Note 15 :
« Note 105 1
Breakfast cereals, including rolled oats 200 mg/kg '« Note 196 1
* Note 15 :
Butter ofl, anhydrous milklat, ghee I5mglkg « NoteS14 |
 Mote 13 1
Note13z |
- Note 171 I
Chewing gum 400mgliy « Notel30 |
Cocva and choroliie products 200 mg/kg & Note 130 ,’
< Note303 4
« Note15 &

_10_




© CODEX MEH7ISEeI-2|(CCFA) & 77 =2

HEE7=2 =_1*HI7I-- 28 A 23 Jto|EErelE MEst UAS

0 CODEX SH|0|X| &= (https://www.fao.org/fao-who-codexalimentarius)

CODEX ALIMENTARIUS

INTERNATIONAL FOOD STANDARDS

@CODEX om;l::m:ilm H
el ) liiReasuinon S Do
| O] X| |
= 1 o X (= I A AboutCodex~ CodexTexts+ Themes~ Irtnmmit:ees Meetings =  Rasaurces= Publications News and Events  Login
@Comm|ttees exanmantarivs »Commatees IrEommineei
. 5 . AC)=
= é! | List of Codex Committees: Act feacy
ommitise = S
®'@"2 Bt = .
— ™ = Codex Regians +
- Cadex Alimentsrius Commission Active
St =
= &5 = e General Subject Committees
. cce Executive Commitiee of the Codex  Commodity Committees Active
Committees
=7 I Codex Committee on Contaminan  Slectronic Warking Groups. Aty
= /. # Committee on FOOA ATTIY 1. roccoo Active
‘odex Commities on Food Hygien= Active
=22 "
@ CC FA =2 . Cotfex Committes on Food Impart and Export Inspection and Centification Systems Attive
Codex Committes on Food Labelling Active
Codex Committée on General Principlés Active
Codex Commities on Methods of Analysis and Sampling Active
Codex Committee on Nutrition and Foods for Special Distary Uses Active
Codex Cammittee on Pesticide Residuss Active
Codex Committee on Residues of Veterinary Drugs in Foods Active
commaodity Committees

codexalimentarlus > Committees > Committee
Aboy
Codex Committee on Food Additives (CCFA)
:lA(?IWHO DR
o: Related Electronic Working Groups
@ Related Reference: CXFA :
Related Circular Letters
Ex Terms of (3) to establish or endorse permitted maximum levels for individual food additives;
Standards = = ! Reference: () to prepare priority lists of food additives for risk assessment by the joint FAO/WHO Expert Committee on Food Additives: Related Information Documents
(¢) to assign functional classes to individual food additives;
(d) to recommend specifications of identity and purity for food additives for adoption by the Commission;
(e) to consider methods of analysis for the determination of additives in food; and
(f) to consider and elaborate standards or endes for related subjects such as the labelling of food additives when sold as such.
Status: Active
Host: China

Last
= J}z
@Tltle S "nll'n_:‘ CXA'B-2023 # List of Codex Specifications for Food Additives “ CCcra 2023 |\/= v v v v
X 3o ideli i , b Ly
-H- S _||' I_| oxcaigssl :dugre“l’:ses for simple Evaluation of Dietary Exposure to Food | ccea 2014 : IV v
1 i
[=%) 1
®o|_10'| = H'lxl_‘|0| 0:636_198| Class Names and the International Numbering System for Food | GEER 2023 : = 1 v ¥ v
o A sdditives 1 1 1
A2 o1 i t. 1
CXG 66-. 90% Guidelines for the Use of Flavourings 1 ccra 2008 I v v v v
A= Oz i 1 1
30{= EN Ofzf cxms-zcnci Guidelines on Substances used as Processing Aids : CCFA 2010 v :./ v VvV
KEAM x-"ﬂ 1 3 : 1
=" I General Standard for the Labelling of Food Additives when sold | 1 1
EXSJU?—‘SE% osich | CCrA 2018 I\/ ™ v v v
=) 2! ! it
CXSWSDAQS& Standard for Food Grade Salt : CCFA 2012 T :\/ v v v v
B 1
’_l:xs!%ﬂﬁ?\ﬁeneral Standard for Food Additives ,’ CCFA 2023 1 v l/ v v
T r——————————— \_-I
Showing 110 8 of 8 entries

_11_



[conmtes st modies ] o
A OF7} } =
o oo 2|-I.” I_l- — CXG 1-1979 General Guidelines on Claims CCFL 2009 v
7I'ol E El’ o|_| r—y CXG2-1985 Guidelines on Nutrition Labelling CCFL 2021 v
ch FSDU CXG 3-1982 Guidelines for Simple Evaluation of Dietary Exposure to Food Additives CCFA 2014 v
H CXG 4-1989 General Guidelines for the Utilization of Vegetable Protein Products (VPP) in Foods CcovP 1989 v
Committee
-H-x'l o E CXG 8-1991 Guidelines on Formulated Complementary Foods for Older Infants and Young Children CCNFSDU 2017 v
oxXG f ial ds
%EElo_I QA% = o e e
- i f r for Speci i I
XG 10-1979 23:1;0;: Lists of Nutrient Compounds for Use in Foods for Special Dietary Uses intended for Infants and Young CCNFSDU 2023 7

2. GSFA Online SHIOIXIIM & ol
* GSFA : AEH7IZ2| it

https://www.fao.org/gsfaonlin

o GSFA Online EH|0|X| & % (https://www.fao.org/gsfaonline)

CODEX §!imenta rius

GSFA Online

Updated up to the 46'" Session of the Codex Ali cao ission (2023)

@DGSFA Online CODEX GENERAL STANDARD FOR FOOD ADDITIVES (GSFA)
o N ONLINE DATABASE
Zhjo|X| ®%

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

S h standardized by Codex. The Preamble of the GSFA contains additional information for interpreting the data.
@Searc i e Gt o SonBUIt The MiaSMBIS Whan Larng s SaEaaaes,

=gy This database provides, in a searchable format, all the provisions for food additives that have besn adopted

Database =5 by the Codex Alimentarius Commission.

Frovisions are searchable by food additive (name, synonym, TNS number), by functional class and by foad
category, as described In Annex 8 of the Codex GSFA.

Please note that the summary and conclusions of recent JECFA meetings and other relévant information
such as call for data for future meatings, are available on the FAO website and the WHO website. other
useful links:

= JECFA reports and toxicological monographs
= JECFA specifications

TA click here to view the current version of the Codex for Food »

Please riote: The Codex General Standard for Food Additives ia currantly under development and It will be
ragularly to includa fonal food d by the Codex Allmentarius
Commission.

GSFA DATABASE SEARCH

To search for the provisions of a food additive, enter the food additive name, synonym or INS No in the corrisponding boxes and click
“search”. You can also browse the entire list of food additives by clicking on “Browse Alphabetically”,

o
@?:-II A_||'| %I‘% EI_I‘O'” To search for food additives within a functional class, selact a functional class and click on “search”. You can also browse on the entire list
of functional classes of food additives by clicking on "Browse Alphabetically”.
It =
Al x:‘! 7 H To search for food additive provj in a food category, enter the food category name or keyword, or foed category number and click
= =¥}
"search”. You can also browse & food category system by clicking on "Browse Hierarchy.
-
|NSH|_-|2, Food Additive Search Food Category Search

\

-
JAdditive, Group Name or Synonym Category Name or Code

.
CASHZ, N
[ Search Search
I 1
%E % 'c';l. |__|- i Browse Alphabetically : Browse Hierarchy
1
1
ol | INS No i
= ¥ — !
1
ERn i
- SearCh = - : Functional Class :
| ] [Search | :
k y Browse Alphabetically ,J
o

N —

_12_
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<dE14>
(4-1)Clik here to
FOOD ADDITIVE DETAILS
search the FAO PRy a
+" Citric acid (330)
JECFA database
Functional Classes
for the = Acidity regulator
= Antioxidant
spectlflcatlons Of = Colour retention agent
= Sequestrant
additive(s) with % Click here to search the FAO JECFA database for the specifications of additive(s) with INS No. 330}
INS No. =21 "\7 Click here to search the WHO JECFA database for evaluation of additive(s) with INS No. 330
[ csv (Tables) |
GSFA Provisions for Citric acid
=
<AMEI|E> 7 L Food C v Notes k
(4_2) E 02.1.1 Butter oil, anhydrous milkfat, ghee GMP . Note 171
[ : 14.1.5 Coffee, coffee substitutes, tea, herbal infusions, and other GMP . Note 160
Al % oS hot cereal and grain beverages, excluding cocoa
Toe= T 13.2 Complementary foods for infants and young children 5,000 mg/kg « Note 238
INE=MIES §||-0|_| % 14.1.2.3  Concentrates for fruit juice 3,000 ma/kg . Mote 127
“ Note 122
= 14.1.3.3 Concentrates for fruit nectar 5,000 mg/kg . Note 127
a \\.L__ 14.1.2.9 Ci ates for v juice GMP ’t
* Note L{ &&=
=
"—-H-;::_ﬂ’lllﬁ.xll\. -l.u-h--ur.'w-—o_ﬁ-h
Mg »
(4-1)
Monograph Additve Citric Acic
% T h ] :
X|AHA =2l g on I ;1., el
HaHd 2= peciicalon 4y onograph 16 (2014) I8 1+ —  Tesmemmencme—
P . WL A I B casearn T e e,y 4 P e T
'lll FUNEIRIAL UM st st e s Sy s
Monograph 1 (2008) e
i
CAS number 5949-29-1 R ol o i e i b
Codex GSFA Online INS number: 330

_13_
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1. 0/=3 FDA SHIOIXINIM A& =tol
https://www.fda.gov

onl= NS
OIF=(FDA)
SHO|X[of

S

=7
@Menus 22! -
®Food 2& T

od Safty Alets

Labeling & Nutrition lmg[eﬂleﬂls & Packagin

Label, La
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< Substances Added to Food
AE0| Hoikl= AEEVEE MA HUS(EME), GRAS 23, gE &2 25 X2

Substances Added to Food

Substances Added to Food (formerly EAFUS)

Forars  XFost i leens  EEEmar | & Fnt

The Substances Added to Food inventory replaces what was previously

Food Additives & Pefition:
h s i petiione known asEverything Added to Foods in the United States (EAFUS).

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

Food Additive Status List « Food additives and color adgitiueethas biannes fra CEDLN_
172,173 and Parts 73, 74 res = X
3400 dnventnryoﬂ i:!‘ﬂ A
Substances and JECFA.
i » Generally Recognized as Saf Az ] 7 2 FlME ol
Added to (21 CFR Parts 182 and 184). =0 }Et ANE S5

.

Substances approved for sp. g GRAS %:’g}_

prior-sanctioned substances

Substances formerly used: | m Al—{‘ A Ol = %
1. Prohibited substances IEEEET =
prohibited from use in mod{:--bnted as FRO!!IBITI’D or "PROHIBITE! IJ
WITH EXCEPTIONS").
2. Delisted color additives in FDA regulations (21 CFR 81.10 and/or 81.30) (labeled
as "DELISTED").
3. Some substances "no longer FEMA GRAS."

Food Inventory
22|
= -

« Most substances listed in the inventory of GRAS Notices.
« Indirect food additives such as packaging adhesives, paperboard, and other food

ces, unless they are also known to be directly added to food.

g

[
: Substances Added 1o Food Inventory :

o o

“ Footnotes:

[ 4-1 Substances Added to Food

Substances Added to Food (formen‘y EAFUS) & a

Packaging Inventories © Substances Addad to Food

© FDAHome @ Ingredients and Packaging © Food

The Substances Added to Food y rep what was p y known as Everything Added fo Foods In the United States (EAFUS),
The Subatances Added fo Food inventory includes the following types of ingredients regulated by the US. Food and Drug Administration (FDA):

« Food additives and color addifives that are listed in FDA regulations (21 CFR Paris 172, 173 and Parts 73, 74, 82 respectively), and flavoring substances evaiuated by FEMA®
and JECFA"
o Note that for a substance 1o be Used a3 a color additive in the US, It must be authorized by a regulation in 21 CFR Part 73, 74, or 82
» Generally Recognized as Safe ("GRAS") substances that are listad in FOA requiations (21 CFR Parts 182 and 184)
« Substances approved lor spacific uses in foods priar 1o Seplember 6. 1958, knawn as prior-sancioned substances (21 CFR Part 181),
« Substances formerly used
o Prohibited substances that are ksted in FDA reguiations (21 CFR Part 129) as prohibited from use in food (labaled as "PROHIBITED” or "PROHIBITED WITH
EXCEPTIONS").
o Delisted color additives in FDA regulations (21 CFR 81,10 andior 81.30) (labeled a5 "DELISTED").
o Some substances no longer FEMA GRAS™

X
o
o
o
%
2

1> oY
G
J
o
=t
e
e

i
oY
1=

| Basic search | Advanced Search | Field Search |

Search:
Records Found: 3972 Show Al Page 10f 80

CAS Reg. No.” Substance” Used for'?
{or other 1) (sorted A-Z) {Technical Effect) Z1CFR"

8000-01-5 ACACIA, GUM {ACACIA SENEGAL {L ) WiLLD EMULSIFIER OR EMULSIFIER SALT
FLAVOR ENHANCER, 1 Bl 1 .s3U
FORMULATION AID,
PROCESSING AID.
PROPELLANT,
SOLVENT OR VEHICLE
STABILIZER OR THICKENER
SURFACE-ACTIVE AGENT,
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< Generally Recognized as Safe (GRAS)
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GRAS Notice

Inventory
22|
= -

GRAS Notices

Inventory
st o 22

Generally Recognized as Safe (GRAS)

fooms | XPod  inlnedn  @EEmad B Prnt

"GRAS" is an acronym for the phrase Generally Recognized As Safe. Under sections
201(s) and 409 of the Federal Food, Drug, and Cosmetic Act (the Act), any substance that
is intentionally added to food is a food additive, that is subject to premarket review and
approval by FDA, unless the substance is generally recognized, among qualified experts, as

Generally Recognized as Safe
(GRAS)

o

I grag Notice lnventory

i having been adequately shown to be safe under the conditions of its intended use, or
GRAS Substances (SCOGS) unless the use of the substance is otherwise excepted from the definition of a food additive.
Database

« Under sections 201(s) and 409 of the Act, and FDA's implementing regulations in 21
Microotganisms & Microblal: CFR 170.3 and 21 CFR 170.30, the use of a food substance may be GRAS either
Derived lngredients Used in through scientific procedures or, for a substance used in food before 1958, through
Food (Partial List) experience based on commen use in food Under 21 CFR 170.30(b). general

-

Persons interested in GRAS notices may request disclosable information under the
Freedom of Information Act.

We will update this information approximately monthly.

GRAS Notices Inventory :
1

-y

oY
2%
g o
oy o
3

GRAS
GRAS Notices :
© FDAHome O G ally R zad as Safe © Fe i & Packaging Inventoties @ GRA! 2 i o

The inventory of GRAS notices provides information about GRAS notices filed since 1998 when FDA raceived its first GRAS notice Ac of October 17 2016, the GRAS final rule (31
FR 54060, August 17, 2016) requires a specific format for @ GRAS nolice. Prios 10 that date. FDA processed GRAS notices under the framework of the GRAS propesed rule (62 FR
16938 April 17, 1987). Notices received prior o the effectve date of the GRAS fina rule provide exampies for potential notifiers for the types of information that may support 3
GRAS conclusion In the inventory, notices foiow the requirements for the format and content of 3 GRAS notice as of the effective date of the GRAS final rule

The inventory notes what type of response letiar the FO. sent in response to the nobce Notifiers ofien resubmil notices that FOA praviously ceased 1o evaluate al the notifier's
request, and resubmilted nofices commonly receive a letier indicating FDA has no guestions, 2fter addressing deficiencies. In the inventory, entries for nolices that were later
resubmitied link to the newer entry in ihe final column. Newsr eniries for nofices ihal were resubmitied inciude a link to the previous submission below the substance name.

‘Some GRNs that FDA previously ceased to evaluate al the notifier's request were taler resubmitied 25 3 food sddfive peliion, For each of tnese cases, the GRN detail page inks to
the food acditve pelition.

Afer ssuing a response letler, we may issue 3 subsequent letier as cirtumslances warrant The issue dates of any subsequent leflers are iisted undef the column, "Date of aodi
comespondence

We will update this t monthly. More aboul this inventory ts available on the GRAS Notice Inventory Introduction page

Search and dispiay hints:

« Select the specific GRN number beiow (o view additionai detaiis about any GRAS Notice

« To sort by & specific field, click on the column header for that field

» To browse Iha records, use the Show All, FirstPreviousNextLast and Jump To options &l the botiom of the dats table

« To search for @ specific substanceterm, enter the Yerm in the Search box and select Show tems to dispiay only those records that centain the selected term. (The search
resiéls also includes terms not shown on this page. but included in the full racord on the detal page.)

« The search results will return hits of records containing words that include the search lerm. For example, a search for the color red will return results that include terms such as
reciace, ingrechant, and cuttursd. To limdt results to only the searched term, place a space bafore and after the sword in the basic search or in the advanced search ‘inis exact
phraze” field

Q Download dats from this searchabie database in Excel format. If you need help accessing mformation in different fie formats, see Instuctions for Dovwnloading Vieseers and
Piayers

Basic Search I Advanced Search I Field Search |

Search: | Show ltems || El's-n-r_‘
Records Found: 1163 Show All  Page 1of 24
GRN No. Date of add'l Resubmitted
[soried Z-A) Substance Date of closure FDA's Letter corespondence a5 GRN No.
1ns3 Ap containing two ba ges iphage) Pending
specific to Seimonelia entenca
1162 Fungal od (238% arachidonic acid (ARA)) from Momereia Fen g, 2024 Al ihe notifiers request,
elpina FIRK-MADY FDA ceased to evaligle

thys nofice (in PDF) (236
KB}
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o O/= eCFR EH|0|X| T (https://www.ecfr.gov/current/title-21)

. Code of Federal Regulations

NATIONAL
ARCHIVES

R e R NS e 7 R o S P SO S i

A pointin time eCFR system

Displaying title 21, up to date as of 4/29/2024. Title 21 was last amended'4/29/2024. ® view historical versions

Title 21 W

— SIEE|= Part B There have been changes in the last two weeks to Title 21, view change
HoE &2
= 28 a
-
¥ Title 21 Food and Drugs Part / Section
Detalls ¥ Chapter| Food and Drug Administration, Department of Health and Human 1 - 1299 AT HIIE
ﬁ Print Services o -
Subchapter A General ) y 1=99 } 70~82
Q se Simme B o gt 172-189
» Part 13 Public Hearing Before a Public Board of Inquiry 13.1-13.50
’E" Print » Part 14 Public Hearing Before a Public Advisory Committee 14.1-14.174
» Part 15 Public Hearing Before the Commissioner 15.1-15.45
Q search » Part 16 Regulatory Hearing Before the Food and Drug Administration 16.1-16.120
» Part17 Civil Money Penalties Hearings 171 -17.54
Subscribe » Part19 Standards of Conduct and Conflicts of Interest 19.1-19.55
» Part 20 Public Information 20.1-20.120
» Part 21 Protection of Privacy 211-21.75
B Timeline » Part 25 Environmental Impact Considerations 25.1-25.60
» Part 26 Mutual Recognition of Pharmaceutical Good Manufacturing 26.0-26.81
Goto Date Practice Reports, Medical Device Quality System Audit Reports,
and Certain Medical Device Product Evaluation Reports: United
Il States and the European Communi
e B E:ﬁ::)s,?ed » Part 50 Protection of Human Subjects ¥ 50.1 - 50.56
44 =0l » Part54 Financial Disclosure by Clinical Investigators 54.1-54.6
» Part 56 Institutional Review Boards 56.101 - 56.124
= Developer P Good Laboratory Practice for Nonclinical Laboratory Studies 58.1 - 58.219
~ Touls 55| patent Term Restoration 601-6046
» Part 70 Color Additives 70.3-70.55
» Part 71 Color Additive Petitions T =T71.87
» Part 73 Listing of Color Additives Exempt from Certification 73.1-73.3129
» Part 74 Listing of Color Additives Subject te Certification 74101 - 74.3710
» Part 80 Color Additive Certification 80.10 - 80.39
» Part81 General Specifications and General Restrictions for Provisional 81.1-81.30
Color Additives for Use in Foods, Drugs, and Cosmetics
» Part 82 Listing of Certified Provisionally Listed Colors and 82.3-82.2707a
Specifications
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» Part 168 Sweeteners and Table Sirups 168.110 - 168.180

o Print » Part 169 Food Dressings and Flavorings 169.3 - 160.182
» Part 170 Food Additives 170.3-170.285
Q search » Part 171 _Food Additive Petitions 171.1-171.130
» Part 172 Food Additives Permitted for Direct Addition to Food for 172.5-172.898
Subscribe Human Consumption —
» Part 173 Secondary Direct Food Additives Permitted in Food for Human  173.5-173.405
Consumption
B Timeline » Part 174 Indirect Food Additives: General 1745~ 174.6
» Part 175 Indirect Food Additives: Adhesives and Components of 175.105-175.390
Go to Date Coatings
» Part 176 Indirect Food Additives: Paper and Paperboard Components 176.110 - 176.350
Published » Part 177 Indirect Food Additives: Polymers 177.1010 - 177.2910
E Edition » Part 178 Indirect Food Additives: Adjuvants, Production Alds, and 178.1005 - 178.3950
Sanitizers

» Part 179 Irradiation in the Production, Processing and Handling of Feod _179.21 — 179.45
» Part180 Food Additives Permitted in Food or In Contact with Foodon ~ 180.1 - 180.37
2n Interim Basis Pending Additional Study

Prior-Sanctioned Food Ingredients 181.1 - 181.34
Substances Generally Recognized as Safe 182.1 - 182.8997
| » Part 184 Direct Food Substances Affirmed as Generally Recognized as  184.1 - 184.1 585

3= Developer
= Tools

» Part 186 Indirect Food Substances Affirmed as Generally Recognized as 186.1 - 186.1839
Safe

» Part 189 Substances Prohibited from Use in Human Foed 189.1-189.301
I_D—I'é'ﬂ. art 190 Dietary Supplements T90.6
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- European @ EN Q Search |
Commission
Heme > Food Famming, Frsheries
Food, Farming, Fisheries
How the European Commission ensures the safety and quality of agricultural and food products
supports producers and communities, and promotes sustainable practices
Food safety and quality Farming Oceans and fishenes
Alerts and updales Data and analysis Aquisculiure
Cartification International cooperation and agreaments Blue aconomy
Fraud, manitading and contrals Organic famning Facts and figu
Fisheries
o o o o e . )
| Labeling and standards Labe"lng and standards Fishing quoias
-
Origin and tracaakbility CAP in mvy country egal fishing
F}‘)(kdnf_:u\; ":!nl]ll.':u and ||J.'\'3p<_\|| F.!Irl! all\'|‘_UIJ system tarnational ocean [}
Regional and international ag nenls agraphical indic schemes Opea
- European I @ EN | Q Search |

Commission

tome Faod, Farming. Fiahanos Foos salnty and qually Labsiing and standards

Labelling and standards

Additives, supplements, improvament IL Ingré:
- -

HIEREI, OJL|E »

EE e
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additives. food enzymes and food Ravourings

Nutrition and heaith claims

EU rules and registers on claims for food
products

3 - -
L igi“; e J Labeliing rules for My TreraT OIS TTERTTOTY products
EU rubes for the uge and labeling of food and nutrition claims for food products catalogue

®Database

=2l
= -

Food improvament sgents

Food improvement agents

Food addifives, food enzymes and food flavourings are also known as “food
improvement agents™

Why add food additives, enzymes and flavourings to food?
- Among others. food addilives preserve. colour and stabilise food during iis
production. packaging or storage.

— Enzymes have specific biochemical actions which serve technological purposes
at any stage of the food chain

— Flavourings give or change the odour or taste to food

Further infor
abase

Additives

Common Authorisation Procedure

1 of reasons - such as preservation, colouring or

sweetening

Food Additives are substances used for a variety

-
EU List and Apphications

EU Rules

aA X=
2L, FE
-
Food Additives are substances used for a wariety EU Lists of Flavounngs > %E tl'al
of reasons - such as preservation. colouring or

20f, =

EU Rules - Navounngs
sweelening
Infarmation on the procadure for the renewal of

exisling aulhonsalions for smoke favourings




DatabaseOf| A
AEHIE
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Database

use in food in the EU and their conditions of use. it is based on the Union list of
food additives. This list is in Annex |l of Regulation (EC) No 1333/2008

.

Additives Database | gt NI
=]

This database can serve as a tool to inform about the food additives approved for

Search Food additives

European Comeission » Food > Food and Feed Information Portal 3 Food Additives > Search Food sogmves

Food additives (411 matching records)

-
3 Eno. & NS No. % Additive Name 1

E 586 4. Hexykesorcinot
E 950 Acesultame K

Acelic acd

3 diglyoandes of atty ackls

E 1422

E 1414 A distarch phosphate
E 1451 Acetylated oodsed starch

E 1420 Acetylated starch

o HIEHD, OHE

- 0|25 |(Food supplements)0fl AHE Zhs%h HIEFRIDL OJHE2 EE &2

Farming,
Fisheries
@Labelling
and
standards
®lIngredients

22|
= -

)} Food, Farming, Fisheries } @ Labelling and standards

[ o en o soen
Commission

Home > Food Faming, Fisheres >  Food safely and qualdy Labefing and standands

Labelling and standards

|r|gredient5 hod products

omposition, health EU rules, authorisations and new food products

agents Labelling rules for con

EU rules for the use and labeliing of food and nutrition claims for food products catalogue
additives. food enzymes and food flavourings.

Nutrition and health claims

EU ules and registers on claims for food

products
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Brexit
@Labelling — The Windsor Framework
and
nutrition Food law establishes the rights of consumers to safe food and to accurate
and honest information. ;
®Food
supplements : =
oo Further information
=5
. . g . [
Food Labelling Information System Nutrition and Health Claims @ | Food supplements E
FLIS
( ) EU register of health claims Responses
The Food Labelling Information System provides Evaluation of the Regulation on nutrition and
a user friendly IT solution which enables its health claims
users to select the food and automatically
Health claims
retrieve the
Nutrition claims
PAGE CONTENTS
About food supplements
®Directive About food supplements
2002/46/EC Submission of requests As an addition to a normal diet, food business operators market food
=N supplements, which are concentrated sources of nutrients (or other substances)
= 5.
- Lgvels of vitamins and with a nutritional or physiological effect. Such food supplements can be marketed
minerals in food supplements in “dose” form, such as pills, tablets, capsules, liquids in measured doses, etc
r
Use of substances The objective of the harmonised rules on those pr
Monitoring of food supplement 1s to protect consumers against potential health risks from those products and to
products ensure that they are not provided with misieading information
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
relating to food supplements (Text with EEA relevance;
@A_! Ol E%I'” g PP ( )
0JL 183, 12.7.2002, p. 51-57 (ES, DA, DE, EL, EN, FR,IT, ; SV)
I‘” X Oﬂ » This document has been published in a special edition(s) (CS, ET, LV, LT, HU, MT, PL, SK, SL, BG, RO, HR)
Af% 7l-%6|;|' © In force: This act has been ?hanged Current consolidated version: 06/02/2024
EL!: http://data.europa.eu/eli/dir/2002/46/0j
Hl El- I:II_IJ——'l- ¥ Expand all = Collapse all
Oy & v Languages, formats and link to 0J
%% % BG ES CS DA DE ET EL EN FR GA HR IT LV LT HU MT NL PL PT RO SK SL F SV
gtol HTML EHAEERARE Y AEAEREEERER R & &
=
i B HEEE A A A eSS S 3 8 8 o O O 8 5 S S 3
maoa @A EAAEEEd- A AAAEAEEAR
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’ Ay
| ANNEXI !
i

| Vvitamins and minerals which may be used in the manufacture of food supplements ,I

1. Vitamins

vitamin A (ug RE)
Vitamin D (pg)
Vitamin E (mg a-TE)
vitamin K (pg)
Vitamin B1 (mg)
Vitamin B2 (mg)
Niacin (mg NE)
Pantothenic acid (ma)
Vitamin B6 (mq)
Folic acid (pg)
Vitamin B12 (pg)
Biotin (ug)

Vitamin C (mg)

2. Minerals

Calcium (mg)
Magnesium (mg)
Iron (ma)

Copper (ug)
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Q Food Standards Australia New Zealand Act 1991 (FSANZ Act)

ST Ho| et sF FRME AMZETJ|EH(Food Standards Australia New Zealand,

= o
Heotd A=

Al
FSANZ)O|AM ot FRBMEO| AET|F J|E Gl 2z

=
=
= MEXIE B 73 =012 FSANZ SHo[Z|oflN =olgh 4 QUELICt

1. @F - FEUE MAZI|=H(FSANZ) SHIOIXIHIM A =l
https://www.foodstandards.gov.au

—— — s [—] =t

DSF. W FSANZ EL[0|X|0f M AEH7IE A8 &2

SEUE

AlZOLM A QHEHE (FSANZ) EH 0| X| E % (https:)//www.foodstandards.gov.au)

(FSANZ)

SL{o|X|of|

A

[ =]
@Food

Standards

Code 22!
@FOOd Food Standards Code

Standards legislation

Code R s

|69is|ati0n the federal register.

EX=I

= =

Food Standards Code legislation

@Chapter 1:

Introduction On this page

and po

e i i e e

standards 4 L. { Chapter 1: Introduction and standards that apply te all foods :

that apply Chapter 2: Food standards

to all foods Chapter 3: Food safety standards (Australia only)

=1 Chapter 4: Primary production standards (Australia only)

{schesues | [ (8] NEHIE 518 28
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®Standard
1.3.1 Food

additives
=2l
= -

Chapter 1: Introduction and standards
that apply to all foods

Part 1.1 Preliminary

« Standard 1.1.1 Structure of the Code and general provisions
» Standard 1.1.2 Definitions used throughout the Code

Part 1.2 Labelling and other information requirements

» Standard 1.2.1 Requirements to have labels or otherwise provide information

« Standard 1.2.2 Information reguirements - food identification

Standard 1.2.3 Information requirements - warning statements. advisory
ments an rat

Standard 1.2.4 Information requirements - statement of ingredients

+ Standard 1.2.5 Information requirements - date marking of food for sale
Standard 1.2.6 Information requirements - directions for use and storage
Standard 1.2.7 Nutrition, health and related claims

« Standard 1.2.8 Nutrition information requirements

Standard 1.2.10 Information requirements - characterising ingredients and

components of food

-

Part 1.3 Substances added to or present in food

K ndard A itiv i
— - -

« Standard 1 3.2 Vitamins and minerals
+ Standard 1.3.3 Processing aids

3

m © Dstsis @ Avtonses & Gownloads & Allversions e Interactions
Australia New Zealand Food Standards Code ~{Standard 1.3.1 - Food Additives !

Administered by Department of Health and Aged Care

Latest version
F2019C00125(C03)

This iteem is authorised by the following title

Food Standards Australia New Zealsnd Act 1931

View document Legisiative instrumient . o ° o ° ° ° o ° ° o °

Standard 1.3.1 Food additives

A& « ¢ > » YT @O @

Now1  Tra ey ZesianctAct 1931 (CIR). Tha 130daccs together make up e SUairosa New Sosard £o0d Standsws
Australia New Zesiand Food Standards Code Code See aisd sectan 1 11—3
Stangard 1.3:1 - Food Additives - [Legisiatve Aot 2 ad e Food et 2014 (N2}, See aisg seetion 1 1 1—3
N i Nowd 11 omponert. 2 substance hat s used 73 2 food addiive e excressl
PSIUMENT Compianon] it LA Bl ndits i s ot 2 a musedma exprmsiy pemited
1341 Name

This Standard Is Ausira’a New Zealand Food Standards Code ~ Standard 1.3.1 - Food Additives
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Food Standards Code legislation

On this page

Chapter 1: Introduction and standards that apply to all foods
Chapter 3: Food safety standards (Australia only)
omm————

Schedules |

=

Schedules

Schedule 1 - RDIs and ESADDIs
Schedule 2 - Units of measurement
Schedule 3 - Identity and purity
Schedule 4 - Nutrition, health and related claims

e Schedule 5 - Nutrient profiling scoring method

« Schedule 6 - Required elements of a systematic review

Schedule 7 - Food additive class names (for statement of ingredients)
Schedule 8 - Food additive names and code numbers (for statement of
ingredients)

Schedule 9 - Mandatory advisory statements

Schedule 10 - Generic names of ingredients and conditions for their use
Schedule 11 - Calculation of values for nutrition information panel

Schedule 12 - Nutrition information panels

Schedule 13 - Nutrition information required for food in small packages
Schedule 14 - Technological purposes performed by substances used as food
. additives .

« Schedule 15 - Substances that may be used as food additives

« Schedule 16 - Types of substances that may be used as food additives
¢ Schedule 17 - Vitamins and minerals
Schedule 18 - Processing aids

Schedule 15

AZoyY Al
E™MIIE 58
2=

i ]

* 37X
MEHIIE
g2

Schedule 160
He 5E3}

Schedule 15 Substances that may be used as food additives |

Note1  This instrument is a standard under the Food Stanasrds Australis New Zesiand Act 1991 (Cth) The standards together make up the Austraia ew Zealand Food Stanasras
Code. See also section 1.1.1—3.

Substances used as food additives are reguiated by Standard 111 and Standard 1.3.1. This Standard:

. identifies substances for subparagraph 1.1.2—11(2)a)(i). and

- contains permissions to use substances as food additives for paragraph 1.3 1—3(1)a): and
- «contains associated restrictions for paragraph 1.3.1—3{1)b); and

- sets oul maximum permitied levels for section 13 1—4.

Note2  The provisions of the Code that apply in New Zealand are incorporaled in, or adopled under, the Food Act 2014 (NZ). See alsa section 1.1.1—3

§15—1 Name

This Standard is Australia New Zealand Food St

Note Commencement
This Standard commences on 1 March 2016, being the date specified as the commencement date in notices in the Gazeite and the New Zealand Gazette
under section 92 of the Food Standsrds Austraiia New Zealand Act 1997 (Cth). See also section 93 of that Act.

Code - Schedule 15 - Sub that may be used as food additives).

§16—2 Permissi to use as fi dditi

Unless the table to section S15—5 expressly provides othenvise, far each class of food identified by a numbered heading in the
table to section $15—5. the substances that may be “used as a food additive in any food within that class are the following

(a) any of the substances listed directly under the heading;
(b)  any of the substances listed directly under a higher-level heading

Example For the heading numbered 4 3.4, higher-level headings are those numbered 4.3 and 4. However, headings such as those numbered 4 34.1, 433,
4.2 and 3 are not higher-level headit

ngs.
Note Inmany cases, there is more than 1 substance kmztaheamw
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Permissions for food additives
INS (if any) Description MPL Conditions
1 Dairy products (excluding butter and fats)
1.1 Liguid milk and liquid milk based drinks
111 Liquid milk (including buttermilk)

Additives permitted at GMP Only UHT goats milk
1.1.4.1 Liquid miflk 1o which phytosterols, phytostanols or their esters have been added
401 Sodium alginaie 2000
407 Carrageenan 2000
412 Guar gum 2000
47 Mono- and diglycendas of falty acids 2 000
450 Microcrystaliine cellulose 5000
11.2 - Liquid milk products and flavoured liqu -

I Additives permitied at GMP 7 MEHAE 52
I Colourings permitted at GMP Schedule 160
| cColourings permitted to a maximum level =3}
160b T T e R
950 Acesulphame potassium
956 Alitame
960 Steviol glycosides 115
962 Aspartame-acesulphame salt 1100
1.2 Fermented and rennetted milk products
1.21 Fermented milk and rennetted milk
(No additives permitted)

'Eci[:edule 16 Types of_s_ubstances Ellat may be \is_ed as food _al_dditives

=
1
!

Nore1  This a the Fooo.
Cooe See also section 1.1.1—3

N Zesiand Act 1991 (Cth) The standards togeiher make up the Austrais New Zeaiand Fobd SIBROSILS

1 Sbstances wsad =% foad poaives are regulaied by Standard 1.1 1 snd Standard 13 1 This Standasd ksts substances for the defindions: m sutseckion 112—11(3), E?a?nﬁe- 3
Schedule 16 SO S SN ol liihg porcry¥ed SUCE S RSO ETWIRE B A MR - oo 2 o = o 2 e s e s e e !
chedule NoteZ  The provisions of fhe Cade that apply in New Zeaiand are incorporaled in. or adopted under, the Food Act 2014 (NZ). See 2150 section 1.1.1—3 ==
1. GMPE o|2E A=H7I=2
516—1 Name
374K ) . GMPZ 5|8l &tuizg
This Standard is Ausiralia New Zealand Food Standards Code — Schedule 16 - Types of substances that may 7 o9|= MAE| KFAH
NESIpE= additives 3. ZCf AHB7|F0| HYE MMz
ET/E Nate  Commenzement
This Standard commences on 1 March 2016, being the date specified as the commencement date in nolices in the Gazarre and the New Zealand Gazetle
j_ = Ol under section 92 of the Food Standands Australis Nevr Zealand Act 1891 (Cih), See also section §3 of that Act,
=
o=
$16—2 Additives permitted at GMP
=:] = 22 For subsection 1.1.2—11(3), the additivas permitted at GMP are the substances listed in the following table (first In alphabetical
= order, then in numerical order)
Additives permitied at GMP—alphabetical listing
Acetic acid. glacial 260
Acetic and fatty acid esters of glycerol 472a
Acelylated distarch adipate 1422
]
{ Schedule 17 Vitamins and minerals ]
Note 1 This instrument is a standard under the Food Standards Austraita New Zealand Act 1931 (Cth). The standards together make up the Australia New Zealand Food Standards
Code See also section 1.11—3
Use of vitamins and minerals is regulaled by several standards, including Standard 1.1.1 and Standard 1.3.2 This St d
:) H|E|-|:||_| I- . lists foods and amounts for the definition of reference quantity in section 11 2—2 and
. comains permissions to use vilamins and minerals as nutritive substances for section 1.3.2—3; and
0o | |_-|| =1 . lists permitted forms of vitlamins and minerals for subparagraph 2 9 3—3{2)e)ii), 2.9.3—5(2)(c), paragraph 2 9 3—T7{2)(c} and sub-subparagraph
= 2.9 4=3(1){a)ii)(A). as well a5 permitted forms of calcium for paragraph 2 10.3—3(b}. and
_.__I o o= . lists vitamins and minerals for which ciaims may be made under subsections 29.3—5{3) and 29.3§(3)
- Note2  The prowsions of the Code thal apply in New Zealand are mcarporaled in. or adopted under, the Food Act 2014 (NZ} See also seclion 1.1.1—3.
$17—1 MName
Schedule 17 This Standard is Australia New Zealand Food Standards Code — Schedule 17 - Vitamins and minerals.

Note Commencement
This Standard commences on 1 March 2016, being the date specified as the commencement

dale in notices in the Gazetts and the New Zealand Gazetie

under section 92 of the Food Standsnds Austrata New Zeafand Act 1991 (Cth) See aiso section 93 of that Act.

S17—2 Permitted forms of vitamins
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Schedule 18

Schedule 18 Processing aids ]

Note 1 This instrument is 2 standard under the Food Standards Australis New Zealand Act 1991 (Cth). The standards together make up the Austraiia New Zealand Food Standards
Code. See alse section 1.1.1—

as aids are by Standard 1.1.1 and Standard 1.3.3. This standard lists substances that may be used as processing aids for paragraph
1.12—1 3«.3:13} and containg pern'hslaons 10 use subslances as processing aids for Standard 1.3.3,

Note 2 The provisiens of the Code that apply in New Zeatand are incorporated in. or adopied under. the Food Act 2014 (NZ). See also section 1.1 1—3.

§18—1 Name

This Standard is Australia New Zealand Food Standards Code — Schedule 18 - Processing aids.

Note  Commencement
This Standard commences on 1 March 2016, being the dale specified as the commencement date in notices in the Gazerre and the New Zealand Gazelte
under section 92 of the Foog Standsrds Ausiraiia New Zealand Act 1591 (Gth). See also section 93 of that Act

s18—2 Generally permitted processing aids- bstances for section 1.3.3—4
(1)  For paragraph 1.3.3—4(2)(b), the substances are

Generally permitted processing aids

activated carbon
ammonia

ammonium hydroxide
argon

bone phesphate
carbon menoxide
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- 518 AEH7IE S0 M= AlE S7F Al BHAE

w AZEXHIIE ## [JA 2012 Health Canada ZI0|A| = Food and Drug Regulations
OflAl =olgh & AFLCE

1. Ut B HSL Health Canadal SHIOIXIOAl & =il
https://www.canada.ca/en/health-canada.html

fob
=

B HLICt EHE (Health Canada) E50| X0 A AEHIIE #H

e
@ FHLICH 2HE S4f0[X| & (https://www.canada.ca/en/health-canada.html)
Government  Gouvernement
®7H L‘l' El' I*l of Canada du Canada Search Canada.ca n
o =
o MENU ~
SHO[Xo
A Canadaca > Departments and agencies
==
Health Canada
@Food and e
nutrition Health Canada is responsible for helping Canadians maintain and
improve their health. It ensures that high-quality health services are Follow: K m u m r@
% éll accessible, and works to reduce health risks.
We are a federal institution that is part of the Health portfolio.

4
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Product safety.

for consumers. Health risks for pest contral
and chemical products.

Health effects of environmental and
workplace factors Including air, noise, soll
and water pollution,

Services and information

Recalls and alerts. Standards and regulations

Drugs and health products

Regulating drugs and health products to
support public safety.

P e iy
LMMM 1
= o o
Information on Canada’s food quide, food
labaels, food recalls and outbreaks, food
safety, how we monitor and measure food
and nutrient consumption,

®Food and
safety

standards
EX=I
= -

* HIEHD,
oHE s2

Supplemented
foodsOf| A

2ol

g e e 3
1
]

Supplemented foods ! | HIELZL, oj4E S

-

Services and information

Canada's food guide

Food guide snapshot, healthy eating
recommendations, recipes, tips and
resources.

Food safety

Tips, cooking temperatures, meat, poultry,
fish and seafood, fruits and vegetables,
vulnerable populations, allergies and
intolerances, milk and infant formula.

Food recalls, risks and outbreaks
Recalls and alerts, investigations, public
health notices, food poisoning and other
risks, monitoring and surveillance.

Food labels

Understanding labels, recent changes,
requirements, technical documents, report a
concern.

Manufacturing and production, i rting
and exporting, testing and inspection,
packaging and distribution, catering,

restaurants, and retail.

Nutrients in food

Nutrients, fats and vitamins that are found
on the nutrition facts table on packaged
foods.

| Fortified foods

Prepackaged foods with added vitamins,
minerals, amino acids, caffeine. Labels,
regulations, report a concern.

Foods with added vitamins, mineral
nutrients and amino acids (fortified foods),
and Canada’s approach to fortification.

@Pre-market
submission

processes
=al|
= 7.

Meeting food and safety standards

Canada's food and safety standards for imports and exports, production, packag

Services and information

Importing and exporting food

Canada's requirements for importing and
exporting food products and information on
interprovincial trade.

Guidance on preparing submissions for
approval of food products, processes and
packing materials.

{ Pre-market and submission processes | @

Food manufacturing and production
Food manufacturing guidelines and policies
for maintaining safe food production
systems.

Food testing and inspection

Quality control, certifications and guidelines
and procedures for food inspection and
testing in Canada.
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Food and nutrition legislation, guidelines and policies: Guidelines

Overview Regulatory inltiatives Codes of gractice
@ FOOd Guidelines explain to stakeholders what is required to meet the Food and Drugs Act and Food and Drug Regulations, They
add itives provide guidance on how the department:
=a * interprets the act, the regulations and related policies
= 7 * intends to apply them
On this page
= COVID-19
s Fl T rifi lcohal
[ ood additives |e
Food additives
©Transition * A guide for preparing food processing_ aid submissions
guide * A guide for the preparation of submissions on food additives
== - o ;
= * Food additive submission checklist

Transition Guide: Understanding and Using the Lists of Permitted
Food Additives

Food Directorate
Health Products and Food Branch
Health Canada

November 2012

Table of Contents

1.0 Introduction
2.0 New Regulatory Tools for Foods
2.1 Marketing Authorizations (MA)
2.2 Incorporation by Reference
3.0 Food Additive Marketing Authorizations and the Lists of Permitted Food

3.1 New Approach
3.2 Interpreting and Using.the Lists of Permitted Food Additives
3.3 Accessing the f Permiti od Additives
O8EE=
&8
AMEZ™HIIE .
NEltE Appendix A
D2 30| . . . . ) )
== /| Titles of the 15 lists of permitted food additives that are incorporated by reference through the 15 food additive MAs:
1. List of Permitted Anticaking Agents
2 Lﬁm&mmgﬂmmmgmudﬁmmﬂgﬁgm

Mg Agent
f\'f';; ling. Stabilizing or Thickening Agents

3u4"".-

14, List of Permitted Yeast Foods
15. List of Permitted Carrier or Extraction Solvents
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l 9. List of Permitted Sweeteners (Lists of Permitted Food Additives) :

.l'.-_____—_____—___________________________________ -

This List of Permitted Sweeteners sets out authorized food additive|
incorporated by reference in the Marketing Authorization for Food

Note: A transition guide has been created to provide stakeholders with further information on the Lists of Permitted
Food Additives as well as guidance on how to interpret and use these [ists.

Supersedes: 2022-02-02

EAEEIIE Date issued: 2023-11-03
5 archived versions -
o.l_g_ %% Access grehi r of this list
=il List of Permitted Sweeteners
(0;” 7D|-|:||E) Column 3 - Maximum Level
of Use and Other
Item No.| Column 1 - Additive | Column 2 - Permitted in or Upon Conditions
ADZ Advantame {1) Table-top sweeteners {1) Good Manufacturing Practice
{2) Unstandardized bakery products {2) 18 p.p.m. in the food as
cansumed
(3) Breakfast cereals; Nut spreads; Peanut spreads; (3) 10 p.pm
Unstandardized fruit spreads; Unstandardized purées;
Unstandardized table syrups
. . L3
Services and information
Canada's food guide Food labels
Food guide snapshot, healthy eating Understanding labels, recent changes,
recommendations, recipes, tips and requirements, technical documents, report a
resources. concern.
HIEFRID}
o Food safety  Eood and safety standards |
20 o= Tips, cooking temperatures, meat, poultry, Manufacturing and production, i rting
g =5 A : : tFisisact
fish and seafood, fruits and vegetables, and exporting, testing and inspection,
vulnerable populations, allergies and packaging and distribution, catering,
)8'7' intolerances, milk and infant formula. restaurants, and retail,
SHHO| A ’ G
® HEOIM Food recalls, risks and outbreaks Nutrients in food
Supplemented Recalls and alerts, investigations, public Nutrients, fats and vitamins that are found
foods E.E“ health notices, food poisoning and other on the nutrition facts table on packaged
risks, monitoring and surveillance. foods.
{ Supplemented foods ! ! | HIEREL, 04|25 | Fortified foods
Prepackaged foods WI[h added vitamins, Foods with added vitamins, mineral
minerals, amino acids, caffeine. Labels, nutrients and amino acids (fortified foods),
regulations, report a concern. and Canada’s approach to fortification.
.
Supplemented foods: Overview
—
Reguiations and compliance
List of Report a concern Share information about supplemented
permitted foods
supplemental '
ingredients "
e Related links

e Listof permitted supplemenred food ca:eggries

. ngwm ion
* Regulotions Amending the Food and Drug Regulations and the Cannabis Regulations (Supplemented Foods)
* Sugary drinks and your teen
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In this document

List of permitted supplemental ingredients

Supplemental
Ingredient

Item | Column 1 i |
No. |Description

Part I: Vitamins

1 Biotin

List of permitted supplemental ingredients

Conditions of Use

]
]
|| BlEtE, OjuiE S AHBYIE |
]
;

Column 3“
Maximum
Amounts and

Units Per
Serving of
Stated Size

Column 2
Permitted in

(1) Foods belonging
10 a category listed in
the List of Permitted
Supplemented Food

(1) 219 ug

| Column 4 E. iy |

| Cautionary Statements
| Required on the Label

Column 5
|Other

(1) If the amount of biotin declared
on the label Is more than 43 pg per
serving, the fallowing cautionary
statements are required:

(1) Nane specified

2. iUt ‘AE
https://laws-10is

L oo%E I

SHIOIXINIA A =0l
s.justice.gc.ca/eng/regulations/c.r.c.,_c._870/index.html

A
= 0N
B4

@DIVISION
16-Food
Additives

=2l
= -

Justice Laws Website

Family Law = Criminal Justice

Constitutional Documents.

Canadian Charter of Rights
and Freedoms

Consolidation of Constitution
Acts, 1867 to 1982

Consolidation of Constitution
Acts, 1867 101982
(1990 Report version)

French Constitutional Drafting
Committee (1990)

Funding

olotE A B

Canada's System of Justice

|0 X] &

Canadi
I

Laws

Home = Laws Website Home = Consolidated Requlations + C.R C.. c 870- Table of Contents

Food and Drug (

C.R.C.. c.870)

Full Document. HTML (Access]
@ Regulations are current o
Enabiling Act FQOD AND DR

» B.15.001 - DIVISION 15 - Aduiteration of Food

Nates |« Seecoming into fo
- Shaded provision

Search within these regulatio

Table of Conten

« Food and Drug Reguiatig
«A01001-PARTA.-A
« AD1.001 - General
« ADT.010 - Interpre]
« A01020and A 01

|r + B.16.001 - DIVISION 16 - Food Additives | e
S BT 001 DIVISION 17 —5alt a
« B.18.001 - DIVISION 18
« B.18.001 - Sweetening Agents
« B.18.025 - Honey
+ B.19.001 - DIVISION 19 - Vinegar
« B.20.001 - DIVISION 20 - Tea

« B.21.001 - DIVISION 21 - Marine and Fresh Water Animal Products

« B.21.020 - Prepared Fish
« B.21.031 - Froglegs
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DIVISION 16
Food Additives

B.16.001 A quantitative statement of the amount of each additive present or directions for use that, if followed, will
produce a food that will not contain such additives in excess of the maximum levels of use prescribed by these
Regulations shall be shown, grouped together with the list of ingredients, of any substance or mixture of

substances for use as a food additive

B.16.002 A request that a food additive be added to or a change made in the Tables following section B.16.100
shall be accompanied by a submission to the Minister in a form, manner and content satisfactory to him and shall

include

(a) a description of the food additive, inciuding its chemical name and the name under which it is proposed to
be sold, its method of manufacture its chemical and physical properties, its composition and its specifications

and, where that information is not available, a detailed explanation;

(b) a statement of the amount of the food additive proposed for use, and the purpose for which it is proposed,

together with all directions, recommendations and suggestions for use;

(c) where necessary, in the opinion of the Minister, an acceptable method of analysis suitable for regulatory
purposes that will determine the amount of the food additive and of any substance resulting from the use of

the food additive in the finished food;

-

TABLE |
Food Additives That May Be Used as Anticaking Agents @ | AHEEIE A8

Column | Column Il

Iltem No,  Additive

Permitted in or Upon

Column il

Maximum Level of Use

ca Calcium Aluminum Silicate (1) Sait

(2) Garlic salt; Onion salt

(3) Unstandardized dry mixes

cz2 Calcium Phosphate tribasic (1) Salt

(2) Garlic salt; Onion salt

(1) 1.0%, except in the case of fine
grained salt 2.0%, in accordance with the
requirement of paragraph B.17.001(1)(a)

(2) 2.0% in accordance with the
requirement of paragraphs B.07.020(b)
and B.07.027(b) respectively

(3) Good Manufacturing Practice

(1) 1.0%. except in the case of fine
grained salt 2.0%, in accordance with the
requirement of paragraph B.17.001(1)(a)

(2) 2.0% in accordance with the
requirement of paragraphs B.07.020(b)
and B.07.027(b) respectively
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Constitutional Documents

Food and Drug [

-
skz o 4™
i i arads
Justice Laws Website Canadi
E— T
;H L_I-El- ’Al% Family Law | Criminal Justice | Funding Canada's System of Justice | Laws
a1l
O] O|OF= Home -+ Laws Website Home -+ Consolidafed Regulations = CR C., ¢. 870 - Table of Confents
= —l 0= C.c 870}

Full Document: HT

@ Regulatior Tent fo 20
Enabling Act: EQQOD AND DRUGH
Notes .« See coming into forc

« B.09.001 - DIVISION 9 - Fats and Oils

1
| SR

1+ B10.003- DIVISION 10 - Flavouring Preparations | Q
o] and Substitutes

Canadian Charter of Rights * Shaded provisions 3| - - - —
and Freedoms + B.11.001 - DIVISION 11 - Fruits, Vegetables, Their Pr
Search within these reguiations|
Conzolidation o Const « B.11.002 - Vegetables
@DIVISION Acts, 1867 (o 1982 . B.11.101 - Eruits
. Consolidation of Constitution Table of Contents » B.11.120 - Fruit Juices
10-Flavourin < Eood and Diyo Reauiation
Acts, 1867 to 1982 9 Rea . E
. (1990 Report varsion) « A01001-PARTA - Ad| + B.11.150 - Fruit Flavoured Drinks
Preparations + 401001 - Ganeral + B.11.201 - Jams
French Constitutional Drafting T ——
=2 Committee (1990) o A 01210 - ibiOn » B.11.220 - Marmalade
= - « AD1.020 and A 01,02
+ B.11.240 - Jelly
« B.11.250 - Mincemeat
« B.11.260 - Boiled Cider
DIVISION 10

essence.

Flavouring Preparations

B.10.003 [S]. (naming the flavour) Extract or (naming the flavour) Essence shall be a solution in ethyl alcohol,
glycerol, propylene glycol or any combination of these, of sapid or odorous principles, or both, derived from the
plant after which the flavouring extract or essence is named, and may contain water, a sweetening agent, food
colour and a Class || preservative or Class IV preservative

B.10.005 [S]. (naming the flavour) Flavour

5 JETECE

B.10.004 [S]. Artificial (naming the flavour) Extract, Artificial (naming the flavour) Essence, Imitation
(naming the flavour) Extract or Imitation (naming the flavour) Essence shall be a flavouring extract or
essence except that the flavouring principles shall be derived in whole, or in part, from sources other than the
aromatic plant after which it is named, and if such extract or essence is defined in these Regulations, the
flavouring strength of the artificial or imitation extract or essence shall be not less than that of the extract or

(a) shall be a preparation, other than a flavouring preparation described in section B.10.003, of sapid or
odorous principles, or both, derived from the aromatic plant after which the flavour is named;

(b) may contain a sweetening agent, food colour, Class |l preservative, thaumatin, Class IV preservative or
emulsifying agent; and
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http://www.nhc.gov.cn
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https://www.foodstandards.gov.au
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