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FEATURED PRODUCTS
Report a Product Problem Food Vaccines, Blood, and Blologics

Drugs Animal and Veterinary

Contact FDA 7
Madical Davices Cosmetics

FDA Guidance Documents

Radlation-Emitting Products Tobacco Products

Recalls, Market Withdrawals and
Safety Alerts ToPICS

Press Announcements Aboul FDA International Programs
1 Combination Products News and Events
Warning Letters
Regulalory Information Training and Continuing Education

Advisory Committees Snioty Inspections and Compliance

En Espafiol Emergency Preparadness Sciance and Research

INFO
Con e Huealth Prolessionals

RERY Fodoral, State and Local Officials

Indusiry
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Labeling & Nutrition Ingredients & Packaging Food Defense Dietary Supplements

Mutition Facts Label, Label Gaims, Mo &
Vancing Maching Labaling, Ghsen-Fros
Labsing

Science & Research

Laboratony Maethods, Wnols Ganome
Sequancing, itk Anadysis, Torl Dist Sy,
Conzumner Resoarch

Guidance for Industry by
Topic

Food Safety Moedernization
Act (FSMA)

Food & Cdor Acclires, GRAS, Food
Alargis, Food Conact Subslances, Naw
Plart Varigtea

Compliance & Enforcement

Reponadie Foad Regiiry, Warning Lattors,
Inspections. Complance Progruns, Adverss
Evert Raparting

Protecting tha Food Supply. Intantonal
Agubaralion, Food Duferas Plan Bulider

International & Interagency

Internatonal Ousroach, Visiior's Program,
Trada

Products & Ingrediontz. Maw Distaery
ngradiaces Rctlicalion Procada,
StruchareFunction Clalm Nolfications

Chemical Contaminants &
Pesticides

Acrylermvde, Arzonic, Cherricsl

s . g

INDUSTAY CUIDANCE L REGULATION

Imports & Exports

Hazard Analysis Critical
Control Point (HACCP)

Registration of Food
Facilities/Other Submissions

Current Good Manufacturing
Practices (CGMPs)

Car , Taxine & Py ices i Food

Retail Food Pretection

Federal/State Food Programs

A
Top

‘AlO|2EX|(Dietary Supplements)” SFHOIA AA]

)

Ol@= 4131 HXHNew

Dietary Ingredient(NDI) Notification Process] &= ¢

—Herm ! leod ) Qectery Susctomacts

How o Nepan & Preslen
Wil Diltery
Seppimrant

nformatize for
Comumers on Using
Dlatery Supslenents

Intarmation fov btustry
on Dictary Suppiemests

Imlarnmation o= ek
Distary Supsioment
Ingrecients and Orar
usatanzes

M Dirtry Ingreciant
DY) Kollf=eston.
Proceae

Dietary Supplements

(s | Xfea | inursse | Bers | &

Tha work of tha FDA for dotary I

gt is d by tha Human Focds

Brogtam's Olfice of Feod Chomical Safoty, Dictary Supclements. and Innavation,

FDA regulates both fnthed dietany supplamant products and delary (ngrédients. FOA
reguiates daiary supplements undor a dferent soi of ragulations Than oo coverng
“eonventianal® foods and drug products. Uindar tha Diatary Supplomant Hoalth and

Canlent currest s of:
LT

Negulsted Product]s)
Diary Supelonims




AAA0|E=Z A0 HXHNew Dietary Ingredient(NDI) Notification Process]’

StHA

FOOD & DRUG

HEE MAAOlEz 7569 A[HE 4i(Submitted 75-Day

Premarket Notifications for New Dietary Ingredients)’

=Home / Food /Oy S

! Hierm Cintare i Do Procass

Mo Distacy ingredient
(MO Notificston Proceas

Howe Dintary Ingrockeers &
Duezry Suppromens
B

ground for sty

Moz 15 Gyt
Methcatons i o New

[ e T

Sunmimed 7Oy
Prosarest Nothcaloss ko
Merew Diertary Ingtocseenn

New Dietary Ingredient (NDI) Notification
Process

fowe | XPou | fnirisen | Bore | 80w

The Federal Food, Drug, and Cosmetic fAct (tho FDAC Act) requires thal manufacturers
and distribiders who wizh to market dietary supplamonts that contain "naw datary
ingredients® notify the Food and Drug Aominstration (FDA) about thesa Ingrediants.

Generaly, the nolilication must include infarmation thal is the basis on which the

ar has that a dietary supglement conlaming a naw
diotary ingrediant will reascnably be expected 1o bo safe under the cordilions of use
recommendod or suggested in the labeing

See How to Submil Nolilications for a New Dielary ingragiant for delsils on how to submit
a notificallon including limeframe, lormal, and method of submission.

Guidance and Rules

+ Draft Guidance for industry: New Diniary Ingrecdsnt Notification Masier Fiies for
Dictacy Supplemenis (2024)

= Guidance lor Industny. New Dielary Ingredisnl Notilication Procedutes and
Timefmmes (2024)

Cemtent current as of:
CATNRA

Regulated Product(s)
Dlstary Supzlementa

HEE AMAA0|@=E 756 A[HH M (Submitted 75-Day Premarket
Notifications for New Dietary Ingredients)” StHO|IA Al HO|EHE Ml /
PDF MR %3] s

Niw Digtary Ingredant
(MDY Nemfication Preceas

N Dweary bogrreeete 1

w1 Sastert

Nerileatone ke n Hams

Ciatary Ingrachent

Sutserinms T5-Day
Promarit Nmlonion ke
Narse Dintiary |ogrmdmstn

The lor fram this page contains a k=t of publicly
isplay: naw diglary i ions (MDINs) that we have reviewed io date,
For oach NDIN, tharo s a ink to at neo/Awenn rog 5. g0V ralevant to that

notification, The nolifications aro organizad by tha NDIN number and ara sorablo and
searchabia by:

= NDIN number:

= Ingrediant name;

= namao of tha party that submitiad the notilication;

= cale of submission; and

+ dale of FDA's respanse.

Tha information for gach NDIN that is avalabia usng this wabsio i tha sama inlermation
that Is avallable through EDAS Dockals Managamen Stafl (Dockets) and at

REDAwww aoulatOns gay. Howowar, some of theea nobifications contaln copyrighted
matarial that can andy beé cblained through a Freedom of Inlormatian (FOI) request or
viawed in person al the Dockals Public Reading Room. Please see FDA's FOI webaile los
mate i an how 1o view inis in person of lo submit a EQL reques!.

Note: The entries without an active link are In the process of baing posted on
Regulations.gov. Ploase check back for updates.

Cownmi Livt o NDINE 1550 5 e Pressrt
(XUSK, 174 KDY

Downiomd Lix of ND#s 1035 10 fie Presert
{POF, 450 KB)

Contan! current =2 of:
Ao

Reguiated Product(s)
Cuetary Scpplemens

1 ved
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M = PDF IHUOIA A NDI AZ(NDIN) $15, 4 MFAO|RE 214 HS
(Regulations.gov), A MEH A MM HEHUME, A MEY, 4 FDA EHHY
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ZEE HMS
New Dietary :
New Dietary .
P:::’;:;;:; Ingredient Report Narme of New Dietary Ingredient Firm sllg::fs:‘i'm D:::’;'i:‘
M # Regulations.gov P
1 Memo 2 Stevia rebaudiana Bertoni (stevia or stevia leaf) Sunrider Intermational Inc 7/7/1995 8/16/1995
2 Memo3  |Proloprotein nuraceutical Lab #PS-30 Foodsmith Corporation 711011995 | 9251995
3 RpUNDI 1 |Theobromine Tinos LLC 11221996 | 4161996
4 ROUNDI2  [Tepozan (Buddleja americana L.) white sapote (Casimiroa edulis) ;‘iag‘:’g\‘,’”“m Nawrales | o7ii006 | 31611096
- — = - - -
5 RoWNDI3 IE:: :Llja;i gt;gaE:lFr?ucitl g;ut:ta tzi)lract of Siraitia grosveneril S.) (HerbaSwy HerbaSwy Labooralories, Inc. | 3471698 171986
Peplidase (enzyme derived from bacteria in the genus Serratia) |Specilalty Enzymes and
8 RPNDI4 | < amatopeptidase™) Biochemicals Company el
Natural Source International,
1 RpUNDIS  |Bark extract of the Pao Pereira tree, Geissospermum vellosii (Pao V™) |Ltd. Formerly called VIVA 9111996 | 111311996
(USA) Inc.
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N/A |Vi1amin K from dried kale |Immobius
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B Documents = Comments

€ Bk 1o Homepane

HEFINE DUCUMEN TS RESULTS @ SLARCH RESULTS

me Ty -
e - “ ELATED MATERS

Low-level Lead Exposure and Mariallly in US Adults: a Population-Based Cohort Study
2 . 2 :

Supgmrting & Relatod Materlal (731)

e

Agancy  Tosted Nov 1

[
Prapased Auls (2
Maticn (1)
Futs i1 3 SUPRONTING & RELATED MATERIAL
Low-level lead exposure and medality in US adulls; a populalion-based cohor study
Posted

Satgwam ol 49 3 years (10% 17 6-21.0), 4422 peropie ied, 1609 (3% from camavascular misease and 958

| 211372017 | 44412017 |

@ NDI 988 HIEIZI KOj| CHEF FDA/CFSANS| Mgt

OTHER
INDI 988 - Vitamin K from Immaobius ]

Letter from FDA/CFSAN to Immobius regarding NDI 988 - Vitamin K

Agency Food and Drug Administration Posted Aug 23, 2017 ID FDA-2017-S-0023-0030

!

B oo s
NDI 988 - Vitamin K from Immobius
Posted by the Food and Drug Administration on Aug 23, 2017

B Document Detsits

£ (FOA-2017-S0023) 7 Docurmans

Document 1D
FDA2017-5-0073-8030
@ Thoro ore 0o documents avaabie 1o view of downiond

(&) Tracking Numbar
[T

Document Detaila  Sulumitter lato

Lattor from FDAICFSAN Io Immobius fegarding NDI 983 - Vitamin K

2 U.S. FOOD & DRUG
df”; SIS TRRTION

Mr. Kyle Gregorio APR 0 4 2011
Immobius

(b) (8)

Dear Mr. Gregorio:

This letter is to inform you that the Food and Drug Administration filed your notification, pursuant to 21
United States Code (U.S.C.) § 350b(a)(2) (scction 413(a)(2) of the Federal Food, Drug, and Cosmetic Act
(the Act)), on February 13, 2017. Your notification concerns a new dietary ingredient that you call
“Vitamin K from dried kale.




@ NDI 988 - HIEZI K- NDI &11A

SUPFORTING & RELATED MATERIAL

INDI 988 - Vitamin K - Original NDI Notification

Agency Food and Drug Administration

Posted Aug 23, 2017

ID FDA-2017-S-0023-0031

|

1 ved

ﬁ SUPPORTING & RELATED MATERIAL = 5

NDI 988 - Vitamin K - Original NDI Notification
Posted by the Food and Drug Administration on Aug 23, 2017

B Document Detalls.

@ Document 0 el

FOAZHIT5-0022.0001
Iy
Download File

@ Tracking Number

(R

View Notification

HDI Humber
2017000358

Filing Date
@M32mMT

Section 1: Contact Information

Contacts List
Type Name
Subsmtter IMMOBIUS
Owmnes IMMOGILS
Primary Kyl Gregorio
Submitter
Type of Submitter

Distributor of Dietary Supplement Containing
NDI

Category of Compound

(b) (6)

Oowner
Type of Submitter

Distributor of Dietary Supplement Containing
NDI

11
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SCOGS: Select Committee on GRAS Substances

*

https://www.hfpappexternal.fda.gov/scripts/fdcc/index.cf
m?set=SCOGS

381724(24.11. 71%)

* Typel2 7t eHHoitll B7tE SE22=2, S8 22c Usht 238

Typel
272

Type2 Type3 Typed Typeb &= Type 0IE7t

69 13 4 16 4 3


https://www.hfpappexternal.fda.gov/scripts/fdcc/index.cfm?set=SCOGS

AL
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FDA EH0[X| M2l 2F & ‘Menu 2=

Cet. 1, 2024, the FDA bogan Implamanting o rearmanizalien Froasing many parts of the agency. Wa are in the precess of updaling FOAgav corsant 1o rofiect these change=.

U.S, FOOD & DRUG

FEATURED

Holidays Are A Time To Share

Just don share “lood posening” wilh your friends and famiy.

‘Menu' 3tHOZ 0|5 & ‘Food &= =2

a1 mpacting marry paris of the agercy. We are in the precess of vpdating FDA.gov conlent ta refiect these changes.

=4 U.S. FOOD & DRUG

MMV TR ATION

FEATURED PRODUCTS

Report a Product Problem Faod Vaccines, Blood, and Blologics
Drugs Animal and Volerina
Contact FDA § -+
Medical Davices Cosmelics
FDA Guidance Documents
Radlation-Emliting Products Tobacco Products

Recalls, Market Withdrawals and
Safety Alerts ToRICS

Press Announcements Aboul FDA Internalional Programs

4 Combination Products Nows and Evenis

Warning Letters
Rogulatory Information Training and Continuing Education

Advisory Committees -
Safaty Inspections and Compllance

En Espanol Emergency Preparedness Sclance and Aesearch

Consumers Health Prolessionals

Patiants Federal, Slale and Lecal Officials

Industry

13
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HEREE(Ingredients & Packaging) &= 2

Labeling & Nutrition
Mutrifen Facts Label Labe!l Clams, Manu &

Vonding Meching Labeling, Glulan Froa
Labwling

Science & Research
Lsboralory Melhods, Vikols Genome

Sequercing. Aiak Andlysis, Tolal Dict Study,
Conzumer Agscarch

HAVIGATE THE FOOD SECTION

Ingredicnts & Packaging
Food & Color Add1hws, GRAS, Food

Mlergens, Foed Contact Subsiancos, New
Plart Vierieties

Compliance & Enforcement

Reporatle Food Rogisty, Warning Letiers,
Ingpeeliors, Cormgplisrca Programa, Advarae
Evert Reportng

Protacling Tw Food Supory, Intenliana
Aduheralion. Food Delonse Flan Buldar

International & Interagency.
Coordination

Intemascnal Cutraach, Vishor's Program,
Trado Agreermecis, Inlofagency Agieements

INDUSTRY GUIDANCE & AEGULATION

Imports & Exports

Registration of Food

4 </Other Su ssions

Current Good Manufacturing
Practices (CGMPs)

Products & Ingrodierns, New Diatiry
Ingrodieres Kelilicalion Process.
SructureFuncion Clam Nesficzbons

Chemical Contaminants &
esticid

Acrylamiae, Arseric, Chomical
Contamnants, Toxira & Pesticidos in Food

Retail Eood Protection

Ecslnm.liﬁlamﬁmdlmgmna

HE&EZ(Ingredients & Packaging) 2
Zl[Generally Recognized as Safe(GRAS)]’

He =2

SIHUIA L™ o= FHSIT L 21

L-O

=
=2

o/ Eood / Eood bgreciects A Pecucio)

Food Ingrecianta &
Packaging

etarmining e

Regquialory Stz of &

Vo Fgred et

Foed Chemics Sataly

Faod Ingredient &
Packaging Tar=s

Focd Addsire &
Patitions

Ganeea®y Recagnlmd sa
Gala (OAAS)

Color Aadnrme -
Information for
Consumtrs

Food Ingredients & Packaging

{.I'n"l-l

X Poat | Inseson | B Ena) | & fvm

The FDA regutales the salaly of ingredients asded directly 1o food and subslances thal
come into contacl with lood, such as Ihose edded Lo peckaging malerials, cookware of
containers thal store food

Foad are

TV tor i sale foads. Ing added directly

Contont current an of:
BROBTE

Aeguiated Productis)
Food & Baverages
Foo A Color Adsrhne
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S G|O|EH|O|A[GRAS Substances(SCOGS)

2
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=bore  Eoog ( Eood igmdonts & Pacencing ¢ Goanemly: Broognzed aa Safe [GRAS)

Generally Recognized as Safe (GRAS)

foaw | XPot | inlesecsn BB Enad | & Pim

"GAAS" is an acrenym lor Ihe phragze Generally Recognized As Sale. Under seclions

Geearaily fiscognizes ns :
201(g) and 409 of the Federal Food, Drug, and Cosmelic Acl (the Act), any substance thal Content current as of

Sale (QNAS) 100 70

is Imenbonaly added to food Is a foad additve, thal is subjact to promarket reviaw and

GAAS Notits Inventary approval by FDA, uniess the subslance is generally ieecgnized, ameng qualiied experts, Regulaied Proguci(s)
as having bean adequately shown 1o be sale under the condtions of Ils intended wsa, or FaI L Bty

Food & Color Addives

CAAS Setitances unless the use of the substance is olh d from the I ol afood

(SCOGS) Database additive.

Mizrooiganisss & = Under seclions 201(s) and 409 of tha Act, and FDA's implomenting rogulations in 21

Wleroblsl Dariued CFR 170.3 and 21 CFR 170.30, tho use ol a foed substance may be GRAS aithor

Ingreciants Used in Focd

through scienlific precadures or, lor a subsiance used in feod before 1858, thiough
(Pastial Lial)

expenance based on common use in food Under 21 CFA 170.30(b), genaral

Enayms Proporations rocognition of safoty through scientific procedures requans the same quantity and

Ueed in Food (Pariiyl quality of scients as is req o oblain app: of the aza

el tood additve. General recognition of salety through scientific procadures is based
upson the appication of and data. ir an,

S—— or which ordnardy are pi , as well as Ihe application of scientilic

Owtmrminmtions inal the

GRAS 22! SCOGS H|0|E{H|0|A[GRAS Substances (SCOGS) Databases]’
SIHUA ‘SCOGS Database’ &

el

845) / QBAS ek (00051 Dalabiice

Espd / Eoud boomdects & Pactenon | Qecscsdy Prcomeiod as Jud

GRAS Substances (SCOGS) Database

PSS I [ S— - — -y —

Thia dalabagse slloas 8ooass 1o opinions and conclugions Irom 115 SCOGS rapons
CAAS Sutalances E F Cemant eurrant as of:
published between 1972-1580 oa the salaty of over 370 Ganerally Aecognized As Salo

(SCOGS) Database y cacvae?
{GARAS) food substances. The GRAS mgrodiant raviews wore canductod by the Salect
Commitiga in rospanse 10 a 1869 Whnile House directna by Prasidgant Richard M. Nooon Regulated Productis)
(see Histary of GRAS apd SCOGS) Foud & Burerages

The SCOGS databasa alows users to saarch for Iha SCOGS opinion and conclusion, and
Includas the Unsad Siatos Code of Fedaral Reguialions (21 CFA) ditalion for those GRAS
food substences that have baen codfiad i the CFR. hMeny of the SCOGS raparts
reviewed more han one GRAS subsl and each was evalialed and

igned its own individual typoe of on safoty; Typo 1, 2,3, 4, or 5, as shawn in
tho latlo balosy,

The SCCGS Condusiens weso made by scieniilic experts outside of FDA. The complate
background of the Sclect Commiller = descrbed in the Histary ol GRAS and SCOGS.

SCOGS Databa
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U.S. FOOD & PRUG

ADMINISTRATION

SCOGS (Select Committee on GRAS Substances) &0

n O GRAS Sebut tun © Foce ingediert & Packagng iveeizries

(Beiest Commition an
Ths & w N 115 60 . 1or2. » = Ay oy
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Fiatory o CIAS nd 3C033)
e inka, ve =
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B oAl Y29 Vitamin C(ASCORBIC ACID)
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@® CAS s&EHS: 50-81-7

@ =ZEY%: ASCORBIC ACID

® At&=H: ANTIMICROBIAL AGENT, ANTIOXIDANT, COLOR OR COLORING
ADJUNCT, DOUGH STRENGTHENER, FLAVOR ENHANCER,
FLAVORING AGENT OR ADJUVANT, NUTRIENT SUPPLEMENT,
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e
DBY GRAS 4I1(GRAS NOTICE)
a7 D= AZ2HEE(FDA)

DB W FDA A&l SEfO| GRAS Al HHE

https://www.hfpappexternal.fda.gov/scripts/fdcc/index.ct
m?set=GRASNotices&sort=GRN_No&order=DESC&startrow
=b1&type=basic&search=

it
I

1
i

HE MS A5 1,19474(24.11. 7|1F)

A
DB H& 4t

FDA" HQl EHOIX| % & 25 dHO ‘Hiw(Menu) 22

1. 1, 2024, ha FDA bogan implementing & recog brlzalion mpesing many pans of T sgency. YWe e in i prooess of updialing FDA gav coniant 1o rellect s changas

i U.S. FOOD & DRUG

FEATURLD

Holidays Are A Time To Share

Just dan't share Tood polsoning™ with your friends and tamily
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https://www.hfpappexternal.fda.gov/scripts/fdcc/index.cfm?set=GRASNotices&sort=GRN_No&order=DESC&startrow=51&type=basic&search=

‘H=(Menu) 3tH2Z 0|& & ‘Food’

On Ozt 1, 2024, the FDA began imolementing a reormar

U.S. FOOD & DRUG

EATURED

Report a Product Problem
Conlact FDA

FDA Guidance Documents

Recalls, Market Withdrawals and
Safety Alerls

Press Announcements
Warning Letters
Advisory Committees

En Espafiol

F
Food
Drugs

Modical Davicas

RAadiation-Emitting Products

T
About FDA
Combination Products
Regulatory Information
Salety

Emargency Pre

Pationts

Industry

alion mpacting marry parts of (he agency. We are in the process of updating FDA.gov cantert to reflect these changes

Vaccines, Blood, and Blologles

Animal and Voler

Cosmalics

Tobacco Products

International Programs

Nows and Events

Training and Continuing Education

Inspeact

s and Compliance

Sclence and Research

Health Prolesslonals

Federal, State and Local Officials

‘Food” 3tHOIIM “HE&EH(Ingredients & Packaging) &= =¥
Labeling & Nutrition Ingredients & Packaging Eood Defense Dietary Supplements

Nizrman Facis Labed, Lasel Claims, Menu &
Vending Machine Libalng. Giuten-Free
Labeling

Food A Color Addives, GRAS. Food
Alsrpanis, Food Conlact Substances, Rew
Plan! Vaneties

Science & Research

Laberalory Methods, Whaole Genome
Sequenang, Misk Anshyzis. Tots! Dl Study,
Corzurner Research

Guidance fo; 1stry by
Topic

Food Safety M izatio
Act (FSMA)

Compliance & Enforcement

Repartable Food Registry, Waming Lellers,
Inspectiors, Campllarce Programa, Adverse
Evant Raporting

Froleciing a Fooe Supply, intantianal
Aduterstion, Food Delerse Plan Bulder

International & Interagency
Coordination

Interrational Ouireach, Vistor's Program,
Trade Agreements., inleragency Agreamerss

INDUSTAY GUIDANCE & AEGULATION

Imports & Exports

Hazard Analysis Critical
Control Point (HACCP)

ation of Foo
B ar §

Regis

Current Good Manufacturing

Procucss & Ingrodiants, Now Diatary
ngrediants Notfication Process,
SructreFunciion Clam Noaficalions

Chemical Contaminants &
Pesticides

Acrylarnide, Amenic, Chamical
Contaminants, Toxins & Pesticges in Foo

etail Food Protectio

Practices (CGMPs)

Federal/State Food Progm[rl
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MERIEH(Ingredients & Packaging) 2HHOIA ‘GRAS Al 2Z(GRAS

Notices Inventory) &= 22
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« Genemlly Recognized as Safs (GRAS)
= |adation of Food & Packaging
= Envi 18|
* Food from Now Plant Vanotos
» Human Food Mada with Cultured Animal Ceds
» Food Chemical Salaly
Guidance
.l 2 GRAS. and Packiqing Guid
= Frod Allergans Guidanca

» Codo of Federal Begulations Cilations for Color Addilives. Food ingrodients. and
Packaging

Inventories
- All AP
= Subsiances Added to Food (formetly EAFUS)
= Efactve Food Contagt Substarce Nollicatons
= |mveniony of Feod Cantact Subsiances Listed in 21 CFR

Related Content
« Ouendaw ol Food inoredients, Addiives & Colors (7' (archived)

oszsuv@® Q

Y
Tog

‘GRAS 4111 QIHIEZ|(GRAS Notices Inventory)” SFHOIA ‘GRAS

(GRAS Notices Inventory) &= 22

A

QIHIEL]

= The dale when FDA fled the nolice
« The dale when the evaluabion process came 1o closure

= When applicable, a hyperlink to additonal correspondence that FDA has issued
regarding the GRAS nolice

» The pelition number if the substance was onginally the subject of a GRAS pelition
= A hypariink 1o the notice itsell

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

‘Wa will update this inlormation approximatoly monthly.

GRAS Notices Inventory

Becantly Pubfished GRAS Notices and FDA Latlers

EDA Archive Vishor Information
Aboul FDA Yiabste Policies / Prvacy
Accessilily No FEAR Act

Vulnerabiily Disciosuen Policy

USA.gov




GRAS A1 Z2Z2(Gras Notices) B2 2=

GRAS Notices a8

O FAriemm © Ganmeslly Mrogrered e S @ oot Ingredee & Pachageg Seettres § GAAS Nobces -

™ ol GRAS mmm'umim mmmnimmﬁw Aa o Dolabee 17, 2010, WMMMGI
17 mm-m--wkwh:mw of e GRAS

|l‘lh Agril 17, :m; 'nmlmmmmumumhum—dmm‘m,m-

and conteel of &

Th ot e froe Fou it bers it o P

v, A7E oL e ok ey e i 3 eebee Pkt FOA ater 9 y, arfrian far nafices Tist wees e

s ted LR 19 17 et 6Ty 11 T 101 Colarn Nepwest erfries 1o Sotioss Tl wers srctucht 8 Ik 12 the g

Sorre QRN Dt o v d A Pe rolfers Mak i For anch of T GAN delad page beas o

v oo asdive pellos.

A [ep—— - et Th -y rtars o bated Tt of ad)

comeeanaecs *

W o B ¥ GRAL Y s g

S an meiey

Select e 1fmcfic GRN muher teow 10 view 303105l detai aban oty GRAS Molse
To 50t bry @ epeciie ekl ook on the colamn header for Pat ekl
hmuam st fha Show bl ﬁmmmmu Taoptisrs o Pu botom of the S i
v e s iy arty (Ths st
-n—mmmmnmmmmnnmmmm-twl

nch s
rEn. mem-« T bl resid s 10 ovly e ssarched b p\namw\n -un- mmhuhﬂ:mﬁ-uhu n--m—wmo-u

= 1y revend iy ccmmasing ifemation \ormats, seo Inatrucken for 0 Virwrs and
Panpass.
l Busc Sasrch [ Asvancmd Sasrch [H--ﬂ |
" Stomtemn  Giee 1

7|24 M(Basic Search)’,

Search)’

=4dM(Advanced Search)’, ‘©FA

’Is HIE

AH
il

(Field

Searce and cekay b

Sekiad bk  GRAS Notem
Tt by m s Sak, ik o e oy e for b bt |
To browse o monemie, wen the Stow AL Fra@eaoamtistl ms sl Jump 5 opficn o e botiom of fe o latke

Y

To snarch for 0 specric sebafarcntorm, ortier Tie loam I the Search tas ¥ nat
PSS 850 NIl M vl show on il gage. e sl ]
* The wsarch Fita o record: ™ For enartie, @ maarch s tha coker s Pt
e, gkt and cobuwd Ta kel sty ' ool e stercted e, Sace 8 e ezt
phrme San
! 2
= ot formant 1 o 7 Virawrs med
Fupn

Immnlmmnimmi

Baarch: Thow bwm Coeer
Regonds Fosnd: 1181 Ghow Al Page 1 of 24
GRM Mo Date of aad Aputemitied
(soned Z-A)  Balsiante Datr of thmurs FOA's Lattar iagadente. o GRM Mo,
s Fartaty Pty el mapet el e g e ]
From ek sgge
na O pmicoen Penang
nag Tamsu ey SriGaraion pradaast Ty dasrptes Pundng
oryTes
wei v ool IL-21 IDEY) Fendng
A0 ErpiOicrm g peifases hon
Sctpcsachinyes e
nw Sactrrrers St ptree DYRAL erprmeare o Panang
e ercedieg aceiscE decartoryes fom
Atants Erren
ik Doy wihcha ot il Pancling
nm Dpuizeum Preaeg
nww Poygatictroring sareme fretealon crodued by Penting
Pt atirirans rom Aspeus At mud Armachd
Pl s of G 1701
| 1w Funo v O Loy Eeora

31

1 ved



32

ot KAl of this words), StLt

H2|(None of these words) &

T=2ZM(Advanced Search) fiAe 248 &

X|H7(This Exact Phrase), 2=
Li2te ZSHAny of these words), &t A
9 7ls A Tts

Search and dmokay M

et e
@ Towrd by w i Sadd. click om She coflamm heecer for et el
# Totrowse e o, we the Stow AL,

. g Jurp bmnumdunuﬁ

FraPrmacumtiets,
= Touoarch for o specic sebafarontnem, oied T 160 1 the Searsh bas
TGS 130 LIS TR 0] Shown n D Sage.

L F-eum.lo @ s dor tha cokes Pt

s, gkt and byt Ta kel il sttt e, e “thin meant
pherame” Aead

& o et forrnt. 1 = 1

Fmpn,

[ [ ] s |

Saarch;

Reconts Found: 1184 Ghow Al Page 1 of 24

GRM Mo Darte of s R uteninied
(soned Z.A)  Belrdante Date of thmumn FOA's Lattar teagndente. s GRM Mo,
e Fartaty tSrdpal maee memtnre el geme ]
From ek sgge
" D guiioee Penang
na Tarrisam wrayine Sreceraon prataomt ty daperats Panng
oryTes
et Ergetticnaine proayced by Exctwechin oof IL-31 [DF3) Fenging
" Ayrinases fom
e
N Sactrrrers St ptree DYRAL erprmeare o Panang
e ercedieg aceiscE decartoryes fom
Brvianios brrea
ik Doy wihcha ot il Pancling
nm Dpuizeum Freaeg
"we Poygatictroring sareme fretealon crodued by Penting
g mtareraas bom Apenpien Lctusna Mad Arwechy
Pl s of G 1701
| 1 Furom o8 % Uty Eroarg

HEGM(Field Search) M= HMSHP HFE MEcH dM 7ks
Eoarth an deglay s
i e m st merd damp o
'2‘-:‘“"" e arter - and uefect ""u--lw ¥ (The search
Lo e e et e e e
Ereas” teia

-
gwmiwm-—mm My

Fuym

e e e, o v

Stomileres  Claar

Rrcords Found: 178 Snew Al Page 1of 34

AN M Diste of pdd} Rrssbritsnd
heened TA) Bubilescs Dt o Lortary. FOA' Lather CoTRIOntETCY s GEN Mo
e Parmaby ryoncyoes sgghal marbrane sowse St Pertng
e sticien agns
"s [T Pending
naz Tanrans sridyrm preisarein procuses by Al Parding
]
na Ergoniorere proeced by Enwnuu ol LY (DEN Pending
preseg orgrhoners pynhme
1so wren QYRR Perding
Froatackln pmw
a8 Dy what sl mib Parding
nan Dopae Pardng
1y Puip 2y o) oy Perdng
i sarwanzn. of (8% 110}
1186 I il od (# WIS srvtiione tdormnky Pardon




‘HM(Search) o &4

ltems)’

J>'
9'2
=
Pal

HE 22

St 29| Y2 BY ¥ 5 AMEI|(Show

Search srd dapiay hicts:

ww.mwmmnuwmﬂmmmmm

To pnarch b-mmm mﬂ»ummh sqmnu-m msm mmdﬂnmmm that contain fve selecoed lerm. (The sesrch

ety alio
Thu—mmul dwhlldﬂ“wﬁﬂn’wﬁ"bﬂdlhmw Fﬂ'w n smarch for e color red el melum reslts (haet Inchade leerms sudh os
. place 0 ypace before and afler ihe werd in the bawe searth or i the scvarced ssarch “this sxact

mnm . %o oy
| phvaee” feid
g = trom s fla ormals. sed (nurucions for Dosriaadng Viewars and
Payars.

Fam e ] (=204 Sench wite tees rewily

Search:  Vieamin €
Reconds Found: 3 Page 1ol 1
GRN Nao. Date of sadd Resutimitted
[sorted 2-4)  Substance Dailn of closure FOA's Leiter COITUBRONCE D s GRN No.
TED Wilarmin © (rul s vegalatie derivesd | Dl 23, 2018 FOA i e guesitions (n POF (72
L]
451 Cacium ascorbat wilh added threcnas Aug 5, 2013 FOAPs ro gieslens.

Pay

e Last Updated: 11/27/2024

INote: If you need help accessing informalion In different Sle formals, see Instruclions for Downloading Viewers and Players.
i Available: Espafiol | R4 | Tidng Vet | #2201 | Tagalog | Pycentil | 448 | Kraydl Aysyen | Frangas | Polski | Portuguls | lisians |

Larguage
Dealsch | B2 | -4 | Englah

33

1 ved



34

© 82 Hs

GRN HS(FDAZ} GRAS SX|0 XJHst 19HS) =2YH, HI/IESZUXL FDA
AN, F7F MALX}, MAZE GRN Y 59 AHE XS

o ° e

= OA] RI=H: Vitamin C

Search ard dagiy hirts:

* Salect e specic CAM rumter bakow b5 view st sutals sbout ay GRAS Nomos.
» miye mwmrhummmum
. g, P Jme, e Aiegs T GFAENTH ot the Boriorm of D cats tathe.

* To eeesr i 8 tmETE AIOAT. et e b i the See Srow Baptay ooy b e (

LU A0 Ok (T AL SROAN 0N T8 SRR B NCldd i P Ll rrooed o the ool fage
. Thﬂuv reos wil neum s of mcords corimning merts thit inclie e seanch en. F Fumomunw it
rdel To bevi et b o bvarcesd st Tes ausct
| n.-.-‘l-n
] om e et E e 1 e ard
Py,

e [ st |

Search:  inn© Bhowitens  Claa Fear=m witin ese oty
Becords Found: 2 Page 1ol 1
@ @® ® @ ®

ORMN NG Date of sdid) Ranilprmitiag
(sormd 24 Sulwlmmes Dt of tosum FOA'S Latter T g = QAN No,

ren Viseres © |1 an2 segeisbie deinms] Ot 73, 708 FOARss re gussters s PDF) (12

)
a Carchim secortatn win mdfod Meecnsts  Aug B 2013 FOAnm ro questom

Page Last Updated: 1172772024

Moo ¥ you need holp Viewers and Payers,

Larguage Assiitanco Avalabia E:nah:sl‘ll"i | Tikng Vit | i‘JD‘[Taqab;leu:m- | 4o rt | Kroydi Aytzyen | Frangals | Pasy | Portuguds | Ialans |
Dewsach | B | ~4 | Erginh

ol

@M GRN ®3: 769
@ 2ZF9%: Vitamin C(fruit and vegetable derived)
@ LWIEZUX}E 20184 10€ 23Y

@ FDA 2l4M: EE g3(No Questions) (FDAZt MZE HIO|HE ZEst 21}, e
o

ol F=7+Q1 20| Q2™ GRAS HEIE QIFeitt= <))

® FIIMUEAL -
® MHZEGRN H3: -




[ ESSSS————— s |

a8 mevs it
GRAS Notlces &
@ FOAMome © Ganerad Aecogrersc as Safe O Food Ingredierd & Paciagng imentonss GRAS Nofces @ Onginal Search Hosdis o
0 GRM i=|
GRN No. 769
Vitamin C (fruit and vegetable derived)
Q)—muu.- Ierged for ueo a8 B subiitie tor oher comrmeroaly sadatie o of eecorsis sod UEes N socoranEoe wHEh oGP
(@) Bass: Ecurtlic procodin
) wotiner: Hatifomon LG
Motifier Addreas: 10541 Arport Pulleg Fid N, Sute 31
Napies, FL 34100-7230
ORAS Notice (relemsabls Lrdamaten) CAN Téd {in PDF) (TT0 KB)
(i) Dawn of clonure: Ot 2, 7018
FOA's Lomer: FOAha o susstions [k POF) (T2 &0)

Page Lasl Updated. 1172772024

Nate: if you need halp

Doulsch | 828 | o~ /4| Engish

g Viewers and Playsre.
Lamunge Aszistance Avalabie. Expaicl | ll'rzl‘l‘nénn\ﬁtlt HOI :tannlunwv:wnluﬂlw Aysyen | Francsis | Poiski | Porugubs | Haleno |

ﬁ Accesaibiity | Contact FDA | VWuinersbilty Dlscioswre Policy | Carsers | FOA Basics | FOIA | Mo FEAR Act | Nendiscrimination  Webadta Policies

U.S. Food and Drug Comiimalion Products
Administration Advinary Cemmitiess
10003 Nerm Hampahing Avenus Soence & Rewearch
Sitver Spring, MD 20963 .
Ph. 1-885-INFO-FDA (1-886-463-8332) e A

|
4-3'-€)=me—n:r'u—hlli_l-vtc— ‘

@ AEEL: EA MAUSLZE MEEE 0tA
ArEotdE 2k

=4 e A

© HMIEXt: NutriFusionLLC & FAX]

FDA 3lAM: EX[HEHS| M= EE Tts

=4l

= HI4H(HIEHR C)

SE O HAA=Z

35

1 ved



[ HIC|2tRISa]A ]

O e

DBYH oo 2t E 8| A(MedlinePlus)

2|72 0= =2 4&(NIH)

ol H AOIESH &5, M8, AAF X8 = M HOlH

HO|AZ O]= 2 ISt AZH(National Library of Medicine)t

DB Lig _
0= 2 AR (National Institutes of Health) EgiAt22 7o
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HE F=A https://medlineplus.gov/
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goelelEiA(MedlinePlus) ZM0|X] SHHOIA QAEXHEZH|(Drug &

Supplements) &= 28

¥ MedlineP! o
o lviedlinerius S wh et
Trusted Haalth Infarmation far You —
Al UiitiraTigs Whry boes Voo Alap  Elpimmes Sinrt
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Welcome to MedlinePlus
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Mich b st ol the Natienal initmtes of Hialtl (V)

FEATURED TOMC

- Diabetic Eye Problems
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Trusted Health Information for You

Abtut MeshraPit  WEEE Mew  Site Map
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— Drugs. Herts and Supplements

Drugs, Herbs and Supplements
Drugs

Leamn about your préscripbon drugs and over-the-counter medicines. InCludes side effects. dosage.
SpeCial rECAUIONS AN More
Browse by generic or brand name:

A B C D E F G H I 4 K L M N O P QR S8 T U

vV W X ¥ Z os

For FDA approved [adess included in dfug packages see Daryiled

HIVIAIDS Medcnes
Herbs and Supplements
ANIDIONCS.
Biowse Geetary supplements and herDal remedies 10 learm about ey effectivensss, usual 0osage.
and drug meractions Antaepressants

Biood Pressure ledicines

All herbs and supplements I Blood Thenners

INCer Atermative Therapies.
Prescriphon and over-the-Counter medication infor
Information, copyTighted by the A

Abon 15 oM AHFSE Consumer Mecication
¥ = Al Sysien
Bethesda, Maryland, Copynght © 2025 All Rights Reserved
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Browse distisy tupglements snd herbal remedies 1o fesn about ihelr effectr

A1, LUl doLage. 3ad drug interactions.

A
Acai BN iNational Center for Complementary and Integratve Heatth)
Activated Charcosl iMarural Medicines Camprerersne Datebasel

A ally Natur sl Med s Compiieheniis Dulabace)

Mee vers [ MHational Canter for Complimeniiny Hid eigratis Healils
Alpa - Lipos Ackl (Nanural Mediones Comprehenive Dambare

Armerican Ginienl iNatuwal Mediones Compreheniive Databasel

Ao Cieles Virvegar (hater sl Mudicires, Consprshentive Databiase)

Armics Natural Medicnas Compreheniive Databaiel

Ashrmamirdng (Nl Medsines Compiabentive Daribace)

fgun Cinterg [ iNatomal Center for Complermentary and Stegratiee bealihl

Azrragalis [ (Natonal Center for Complemwrtary ard integrative Hiealth
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Fanax Ginseng (e

Fapars (Natural Medicmes Comprehenive [

| Medicines Comprehensre Databaye)

Pantothers A

sl Ittt of Health, Office of Dietary Supsbements)

mel

Fau DFAren (Natural Meditires Compretersive Dalatsise)

FC-S7ES [ (Nstional Cancer mytiute)

Peanut 0N (Nahsal Medisines Comprenemive Database)
Penrmyraval iNatural Meditines Comprehersive Dutabase)
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o BB isaranal Center for Complementary sod Integratrve Healthi
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Complementary 2o Integratve Health
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’f%’lll OJAl 2 Probiotics
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rerw b st Pt Usefunes me Satey

Probiotics: Usefulness and Safety
What are problotics?

Probiatios ame live migroorgansma that are interded 10 have hasth bonefts when conumad
of appited to tha body, Thay csn b fownd i yogurt and oifr lermentied faoos, detary
sppkseserie, ared beauly producis Coses of severs or fatal infectiona have heen
reportad in Infants who o i the U8, Foad and Drug
Adminislratian (FDA| has warmaed heslth core providers sboul his risk,

Aihough peopis alten thirk of bacteis and other microapaniems as hanri *germa,* many
oo actualy heiph. Some bacteris help diges! food, destroy deame-cauting cols, of
peociune vilamins. Many of the microomariems in probiolio producis s 1he Lame & o
simiad 1o miomongensms hel raiuraby S i oo bodes

For Consumers
What types of bacteria are in problotics? 5 Things To Kivow Abot
Probiatios may contain § varety of microanganisme. The most comman are bacters thal Prutaobies
bakng o groups caled Laclobsciis and Mfdodectenam . Otfer Bacters may A1so be uiad
as prublotios. arsl s0 may yeaits such as Sscohwromyces boudsl For Health Care
Dferunt ypes of proabiatios may hisve dMerent aflects. For examgde, 11 @ speaciic Mng of Providers
Lactabmoiiun helps prevent an Fness, el doswn | necenssrly maan (hal ancw kind ol Hish of Invanive Disaase i

L or avy of the watild do e sume thing

Are prebiotics the same as probiotics?

No, pretiiafion anen'l Tie sarme as oo lrrmatyie (bcws! Syniiorme ard
thai amiectively strmuiaie the growth of sctvity of desirabie micmoorganarms. Comprrartary Hnam

Agiprn v
What are synbiotics? [ P T—

Bunbiotion are oroduats Tl combine orobiolios snd omblotios Neviows Feyiman et

ek 0 tegr
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https://www.canada.ca/en/health-canada/services/food—n
utrition/genetically-modified-foods-other-novel-foods/app

roved—products.html

260724(24.11. 7|1%)

A
DB H& 4t

WLt EHE ‘Health Canada’ B

[ g |

MENU ~

P’
of Canada

Canada.ca

=
du Canada Search Canada.ca

The official website of the Government of Canada

Most requested
Signin toan account

Find a job

Jobs

Busi .

Health

product safety and recalis

Find a job, training. hiring programs, work
permits, Sacial Insurance Number (SIN)

Starting a business, permits, copyright.
business support. selling to government

Food., nutrition. diseases, vaccines, drugs,

Employment Insurance and leave Public pensions (CPP and OAS) Getapassport

Visit Canada Get awork permit

mmigration and citizenship

Visit, work. study, immigrate. refugees,

Travel and tourism

In Canada or abroad, advice, advisorles,
permanant residents, apply, check status passports, visit Canada, events, altractions
Benefits

EL family and sickness leave, pensions,

Taxes

Income tax, payroll, GST/HST, contribution
housing, student ald, disabllities limits, tax credits, charities

Money and finance:

Personal finance, credit reports, fraud

Environment and natural resources
Weather, climate. agriculture, wildlife,

pollution, conservation, fisheries protection, paying for education
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‘Menu'2| ‘Health’ 0l ‘Food and nutrition’

=
=22

. ‘e Government  Gouvernement
of Canada o

du Canad,

Search Canada.ca

MENU ~

JO0S AN e

Health

Immigra

Ecod and nutrition

Most requested
= Capada's food guide
+ Becalls and safety alects
+ Mentalhealth support Gethelp

curism

and industry

Indigenous health
Health system and services
Science. research and data
1] sport
1l emerger
Transport and infrastructure
the world
and finar
Your government
All contacts LU
Erime Minister Departments and agencies

About governmant

Opon government and data

Werking for the gevernmant

Treaties. laves and regulations

Munes §

* Measles

3HH SHQ| ‘Genetically Modified(GM) foods and other novel foods’ 22

Services and information Most requested

* Eood quide recipes

Canada's food guide E labels
Food guide snapshot, healthy eating uUnderstanding labels, recent changes, +« Recalls and safety alerts
recommendations, recipes, tips and requirements, technical documents, report a £ .
resources. concern. + Safe cooking temperatures
+ How to read food labels and
Food safety Ecod and safety standards packaging
Tips, cooking temperatures, meat, poultry, Manufacturing and production, importing
fish and seafood, fruits and vegetables, and exporting, testing and inspection,
vulnerable populatians, allergies and packaging and distribution, catering, -
intolerances, milk and infant formula restaurants, and retail, Contributors
e Health Can

Recalis and alerts, investigations, public
health notices, food poisoning and other
risks, monitoring and surveillance.

Supplemented foods

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

COVID-12 and food and nutrition
COVID-19 and food safety, healthy eating
during the pandemic, information and
resources for food Industry in relation to
COVID-19.

Mutrition science and research
Measure or plan a healthy diet, nutrient
values, food and nutrition survelllance,
health and nutrition surveys, food security,

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

Feortified foods

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

Genetically modified (GM) foods and
other novel foods

safety and labelling of genetically madified
foods, completed safety assessments,
reguesting a novelty determination,
transparency initiative.

Eood allergies and gluten-related
disorders

commaon food allergles, gluten-related
disorders like cellac disease, how to avald a




‘Completed safety assessment’ 22

Novel foods: Overview

I(‘nmn'eand afety assessments

Safety of genetically modified foods

I Requesting a novelty determination

On this page
» Novel food
» Genetically modified (GM) food
« Health Canada's role in bringing novel foods to market
= Waorking together
+ Guidelines and policies

Novel food

Labelling genetically modified foods

Transparency initiative

Simply put, novel foods are food products that are new or changed compared to existing foods. We review novel foods

for their safety before they can be sold in Canada.

A novel food is:

= asubstance, including a microorganism (a living thing so small you need a microscope to see it), that does not yet

have a history of safe use as a food

+ a food that has been manufactured, prepared, preserved or packaged by a process that:

o has not been previously used for that food, and
= causes the food to undergo a major change

= a food that comes from a plant, animal or microorganism that has been genetically modified so that the plant,

animal or microorganism:
o shows characteristics that it didn't before

HATY AE ==

22 FO|

= -

Table of completed novel food safety assessments

Decision date
(yyyy/mm/dd) +[#] Product |+]$]

Prnpunent|1‘] *\

2024/10/02 Insect resistant saybean - MON 94637

2024/09/04 Insect resistant and herbicide tolerant maize - DAS-@1131-3

2024/08/14 Insect resistant maize - MON 95275

2024/07/18 Sourvisiae®

2024/07/18 Insect Resistant and Herbicide Tolerant Maize — DP-51291-2

2024/06/19 Insect-resistant and herbicide-tolerant DP910521 maize

2024/06/10 Maize event EH913

2024/02/20 Short Stature Maize MON 94804

2024/01/31 B-Lactoglobulin protein from yeast strain Komagataella phaffii
YRMK 66

2024/01/16 Arctic® apple event PG451

Bayer CropScience Inc.

Pioneer Hi-Bred Canada
Company

Bayer CropScience Inc.

Mascoma LLC (a Lallemand
company)

Pioneer Hi-Bred Canada
Company

Pioneer Hi-Bred Canada
Company

Helix Sementes e Mudas
Bayer CropScience Inc.

Remilk

Ckanagan Specialty Fruits Inc.

© BHE HS e

7| S2OIME ZHY, AATH AZ, HOHK Sof
SO AHEH LSS MAK MES 2ot &0
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HE FA https://eur-lex.europa.eu/eli/reg_impl/2017/2470/0j

AL
e

European |
Commission

@ Engish

Food and Feed Information Portal Database

Eurcpean Commiiuon > FOod > FOOC and Feed mMTormanon Portl

Search

Search all domains

Decontamination Substances

The Comsmission has ostoblshod a Euwropoan
Union datn baso of substancos, olhor than
potable wator. authorzed to remove surfaco
contammabon from products of animal ongn in
accordance wilth Article 3{2) of Regulation (EC)
No 8532004

= Search for Decontammaton Substances

Food Allergens

Thrs databaso is a searchablo lool mforming on
substancos or products causing ollorpos or
inlolorancos as kstod m Annex || 1o Regulabon

Feed Additives

Tho Commisson has ostabished the Europoan
Urson Rogistor of Food Additivos, which rs
regularty updated. and it makes reference/links
to tho relavant authonsaton Regulabons
Those Regulatons mclude the specific
requirements for piacing the addanes on the
EU and EEA market

s Search Feed Adarves

« Search Feoed Addtrves authonsatons
= Doanload Reqister m Excel format

= Latest updates to the Regster

« Archived expired authornsations (PDF)
-« APIS

= Disclaimor

Food Contact Materials

Thes databaso 1s o searchablo ool mforming
mbout Food Contact Matonals Union Rogisior
of recycling installabons, fealilios, companos,

Food Additives

This dotabaso s a soarchablo tool informang
about tho food additives approved for uso In
food in the EU and thoir conditions of uso Il is
based on the Union Irst of epproved food
additves lad down in Annox Il to Regulation
(EC) No 13332008

Search for Additives

Browse by categones

European Legsiation on Food Addarves
Informaton documents

= APls

« Disclaimer

Food Flavouring

This dotabaso rs a soarchabio tool informang
about o lavouning substances approwed for
usa in food M the EU and ther condilions of




3tH SOl ‘Novel Food' Q| ‘Union List of authorised novel foods’

=
=2

(EU) No 116972011 of the European Parliameant
and of the Council on the provision of food
information to consumers.

+ Search for Allergens

Genetically Modified
Organisms

These search engines cover the Community
register of GM food and feed (Regulation (EC)
1829/2003), the pending, withdrawn and
expired GM products (Regulation (EU)
619/2011) and GMOs authorised under
Directive 2001/18/EC.

= Search genetically modified Food and
Feed

+ Search Genetically Modified Organisms -
Part B notifications (experimental releases)

= Search Part C notifications (placing on the
market)

Novel Food

The Impl

ting Regulation establishing the

list of novel foods compiles all the authorised
novel foods in the European Union to date. It
includes their conditions of use, labelling

and novel recycling
technologies as described in Reg 2022/1616
under Art 24. Search the EU register of:

+ Recycling Companies
+ Recycling Facilities
+ Recycling Installalions
+ Disclaimer

Health Claims

The search tool only allows searches for health
claims, and not nutrition claims.

= EU Register of Health Claims

+ Some health claims subject to the
individual authorisation procedure

= Download Register in Excel format
+ APis

Nutrients

This database is a searchable tool informing
about the nutritional substances such as
vitamins, minerals and others that are
approved for use in the EU.

= Search for Nutrients

use. Itis based on the Union list of approved
flavourings and source materials laid down in
Annex | to Regulation (EC) No 1334/2008.

» Search for food flavouring

+ Browse by categories

* European Legislation on Food flavourings
» APls

+ Disclaimer

Infant Formulae & Follow-on
Formulae manufactured from
protein hydrolysates

The search tool allows for searches for both
infant formulae and follow-on formulae.

+ Search for Infant Formulae and Follow-on
Formulae

Smoke flavourings

This database is a searchable tool informing
about the smake g products approved
for use in the EU and their conditions of use. It
is based on the Union list of authorised smoke
flavouring primary products for use as such in
or on foods and/for for the production of derived

Union List of authorised novel foods « Disclaimer g : :
smoke flavouring laid down in Annex ta
+ Latest updates to the Novel Food status Regulation (EC) No 132172013,
Catalogue + Search for Smoke flavourings
+ APlg + Browse by categories
» European Legislation on Smoke
flavourings
+ APls
» Disclaimer
= AlISHS 5 ol= & ol S IIO| A 3}0
Ctri+fS 2lot0] HMol A} k= Had Y2 £ M AZ9| oA FHE =0
oil from Argania Specified food category Maximum levels {;l;:: designation of the novel food on
pinosa = ~ = labelling of the foodstuffs
s seasonings ot specified containing it shall be *Argan oil" and if

Food Supplements as defined in [In line with normal food use of]
Directive 200246’ EC

[vegetable oils

sed as seasoning ‘Vegetable oil only
ifer seasoning’ shall be mentioned on

Fhe label
1
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L&rgn oil from Argania
pinosa

Specified food category Maximum levels The designation of the novel food on
ithe labelling of the foodstuffs
lcontaining it shall be "Argan oil’ and if
used as seasoning ‘Vegetable ol only

for seasoning” shall be mentioned on

As seasonings Vot specified

Food Supplements as defined in [In line with normal food use of]
Directive 200246’ EC vegetable oils

ithe label

S AT Al AN AE AR £2A F7HH BAQA 7|EtR
AlZE2 Z|524LFT ) _
Rk HOETE g umol mem pan

. = X oro o N

Argania spinosa 20z ANEHA B8 mzo mzie Argan oil' £

A F==¢ 2002/46/EC st Alzy oojo|  BAE00F oiH, Z0EY &2, -

OFRZE 22 ximol 3oE  syxel Agy FI T8 HEd 2F0RER
MEBEH 5% SAIBHOF &

|Argan oil from Argania  Description/Definition:

spinosa

[Kernels may be roasted prior to pressing, but with no direct contact with a flame.
IComposition:

Palmitic acid (C16:0): 12-13 %

Btearic acid (C18:0): 5-7%

Pleic acid (C18:1): 43-50 %

Linoleic acid (C18:2); 29-36 %

Unsaponifiable matter: 0,3-2 %

[Total sterols: 100-300 mg/100 g

Total tocopherols: 16-90 mg/100 g

Dleic acidity: 0.2-1.5 %

Peroxide value: < 10 meq O,/kg

Argan oil is the oil obtained by cold pressing of the almond like kemnels of the fruits of Argania spinosa (L.) Skeels.
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H4Y/59:
- 0f27F QL2 Argania spinosa (L.) SkeelsQ| 0
MOE HA2OIH HOK[= QYUOICt. MSH2 F&f Mol SO0t =+

t =

LYO
od
U, =1 HF ofA| Pd=L.

I
=)
0
M
)
18

TdgT
Argania - ZOIEAKC16:0): 12-15%
spinosaliA| F=ot AH|0t2AKC18:0): 5-7%
o7t @Y SY4A(C18:1): 43-50%
- 2=84KC18:2): 29-36%
HlZsI=2&: 0.3-2%
Z AHE: 100-500 mg/100 g
- & EFHE: 16-90 mg/100 g
- 2At M= 0.2-1.5%
- ItekE 2k < 10 meqg Oo/kg
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DBY (Australia New Zealand Food Standards Code — Schedule 25—
Permitted novel foods)
27| SFEREME AMET|IZEH(FSANZ)
DBLEE SIEE MAX AE H A 2
Ha F=4 https://www.legislation.gov.au/F2015L00440/latest/text

Y M3 A+ 14402411, 718)

A
DB H& 4t

Federal Register of Legislation &%

S8 st o Federal Register of Legislation

Explore the Federal Register of Legislation

Search | Biowsa o

Searchin Search using




‘AMekSearch for) 0 ‘Australia New Zealand Food Standards Code —

Schedule 25— Permitted novel foods’ &2 & ‘Search’ =22

(=N |

A swin G Federal Register of Legislation

Constitution Acts Legistative insiruments

Explore the Federal Register of Lagislation

Search Browse

Motifiable instruments CGazettes Adminisirative Arrengements Prerogative instruments

horfolk Island

Fiftar by collection

ACt Gazetie Legisiative instrument nofifiablz instrument

All | in force | No lenger in foree
@ Search for Search in Search using
Sustralia New Zealand ood Standards Code - Schedule 25- Permitted novel food Narvie and taxd ' Centains phrase '

olH OfefZ2=Z 0lsote offd =A 2=

(@] =

Corstitution Acts Legislativa instruments Metifiable instruments

Administrative Arrangement:

Frerogative instruments Morfelk 1stand

Type: AR
Collection: A1
Porifoios: All

Slatus: Al
Date: Effectve Latest

Search for Searchin Sezrchusing

Austrzlia Mew Zealand Food Standards Code - Schedule 25— Permii Name and text . Contains phrase

Filters

Typa (A > Status (4l »

Cellections (a1 >

Year/Number (& » Date (Effect

Portfalio (4 >
Sortby | Relevance n
Name Effective date Collection  Details
Australia New Jealand Food Standards Code — Schedule 25 - Parmitted novel foad 29/10/2024 o
F2015L00440 Registered: 18/17/2024

7 sotal

E pagesize | 100 |
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View document | Legislative instrument .

Schedule 25 Permi

Noee 1 This insirement is & glandand under the =

# « < » » T O B2

Isomaho-okgosace

Text Cooe. S alvo secion 1113
Nowvel foods gre requiated by paragmphs
sechon 15.1—3,
Nosed T ions of the Code that
526—1 Name
This Standard is Austraia New Zeaiand Food Swandards Code - Schedule 25 - Permited novel foods.
Commenceren::
The Stangarnd comman<es on 1 March 2015, being
under secion 32 of tha Food Sandes Ausrala New Zealird Azt 1751 (Ch). See al50 sacton U3 of hat A
5252 Sale of novel foods
For section 1 5.1—3, the permitted “novel feods and thear conditions for use are
Sale of novel foods.
Permitted novel food Concitions of use
Daluiose 1. May only be a food for retail saks i that bood is a tabieiop sweatener

2 May ondy be ndded 1o 8 food Isted in condifion 4.

3 Afscdlistad n conciten 4 must not centain added D-aludess in an
amount o at a bevel greater than the limit, if any, spacified in thet
coadition for that faed.

4, The sted foods ane
(@) bakery procucts (Tmit 10% wiw);
(6} bubble gum (imit: S3% wiw)

[€) ‘breakfast cersals Emt 5% wiw);
[d)  cereal bars (lmit: 5% wia)

(&) chawing gum (imit: 4% vewr)

™ & N

504 wiah
oGt Al X k=1 %)
g Als ZE =2l
Leqislative instruments Naotifiable instruments Gazettes Adrmiristrative Arangement: Prerogative instrument: Norfolk island

000 00000600

y-Cyclogesdnin
Discylgycerola p; | [somaltacligosaccharide

Driexd maiine o <
(| Gchiznchytrium sp |
dacesshexcseron: 3

Cil derived from maring micre- 1 Crily permitted for use
agas Schizechytium sp. Standard 29,1

products in

Cuslection (ATCC) PTA-9895)

Cil derived from mafirs micro- 1 My be added to nfent formuba produds in sccordance wilh Bardard
agae {Schzockyimm so.) rich 281,
ir decasahaxaenoic acid {DHA)

Cil derived from marine micro- 1. May ba added to nfant formuis products in accordance with Stardard
agan (Uikenia $p.) rich in 261
daccszhexaercic acd (DHA]

1 Must not Se added to
(a) foed for infants; and
(b} formutated supplementary food for young chikdren

P 1 The food must comply i1 Standard 1.2 1 insefar as
Iheir esters they refats 1o section 1.2.3—2
2 May only b= added to adible o spreads:
() acccrding to Standasd 2.4.2; and
(b} whare the total "salurated snd *rans fatty acids peasent in the
m wdmmuemm 28% of the total faty zcid contant of
 an

3. May orly be added to breakiast cereals. notinchuding breakfast
cereal bars, it
() Iotal fiore cotent of the breakdast lis no less than 3




AMEEXEA YHE MSsot? {2l PDF, Word

Olo| AL E 22| 1S (Isomalto-oligosaccharide)

gMoR

Constitubion Acts Legislative Matifiable instruments Gazettes

Wiew document Legistative instrument

-Cycladedin

Duzcylgyceral ¢ [0

Ciried maring micio-
(Sehiznchytram sp |
doccsshexercical

il dariver! from marnina micrn- 1
agae Seieciyimm sp

{Amercan Type Cultsre

Coflection [ATCC] PTA-S085)

Cil darived from mearine micro- 1

agae (Sohzochyiiim s0.) ich
ir decotahaxaenol: achd {CHA)

Cil gerived from manine micro-
@ agas [Likerss 3p ) fizh in
daccsahexaercec acd (DHAL

Adrvristrazive Arrangerments

Isomalto-cligosaccharide

Presogative instru

Cirdy permite for e in infant farmid prodicts in accardance with
Stardard 281

My ba added to mfant formula praducts in accordance with Stardasd
281

IMay bz added to nfan: lormuia products in accondance with Standard
201

000 00000600

1

Must not se added ta:
{n} focd for infants; and
(b} formulsted supghementary kood for young chikien

O
Iheir gt

The iy in Stondard 121 insctar a3

Ity pikiab I srhien 17 37

May ninly b addded to adibie 0 sprazds:

{a) aveerding i Standad 7 4 7, and

(b} whers the ktrl "satieated snd *ians fafty ackds peesant in the
focd ane G move than 25% of the ttal faty acad content of the:
focd; and

Iday orfy be added 1o treakiast cereals. not InChuding breakdast
cereal bars, it

f) content of the beeaika

lis no less than 3

Mortalk lsland

49

"1 bed



50

W ol
[ H}XO| Al=]

0 e

DB LiE HIHO AME AME S0 HE-SA-HE &0 ¥ =5 M3
HE =4 https://fssai.gov.in/cms/non-specified-food.php

57074(24.11. 71&)
- M2&0I=l(approved) ¥E 23271, A AEE (rejected) ¥E
14774, N2ZEX|/ H3|(closed/withdrawn)= €12 13271, At

ZE Z(under process)?! & 5971

Food Safety and Standards Authority of India &%

mxmmm-:\ﬁif_l DHoa
o,
7;

-uJ
pahotsan

Act, 2006 Hules, 2011 Orders Codex HeFoM  Fortification  SFY Portal 62&

100Food Streets  CitizenCharter  Regiona Offices  Events  GFRS 2024

FOLLOW US ON Q) totinde
SOCIAL MEDIA o o
#fssai mm_:or-ruod

| #eatrightindia e @

bt ccrcber 2024 under Inmemship Scheme 2014 an Foad Safety and Stondards Autharity ol Indio (Updored sn21:09.20241 3 GeM Bid No. GENV20Z4/B/3367181. 10 hire Training Partner for 1 Laks Faod Hondiers ot £ m

Inthe Medio (Recent | A1)

ot oty xepsenDone 1409 374 > ibolonogtors v 2024 corchades b e svegien o sy Do 1093041 > FSSAL g Mol it Bl Wity apcurnrmon Ure [ KR

Dtacimas : The orices seen i th rdia secticncn FSSAL webrsbe crothe views arressen by e respective reporerd maci e et il views ol FSSAL Th irermaion ploces 1 n oo th o i rere complotie o ariches el o FSSAL i porticuder o oo ecsor ngerercl.




M| ‘Standards’ 22| & ‘Non-speficied Food Z2

Pmmnfnm Heslthsuoplements  Proprietary food ood | Vegar B Packaging GEﬁ, Azachiley

Aenti: Mahotsay

Product Standards

T g Qualty of vanous
1 Food Safety (Food Prode itves) ﬂcgdl'. o5 3011, = sized ATIME)
2 Focd Safety Corasrinany, Tox | Regulatices, 200, meazet L IZMEN

11, 5 2l QOB ME
# Foods for 2 Uyes. Foods ik Mooyl Purpose. | 4 Feguletions 2014, = gipe:

4. Focd Saiety and Starclards (Paceaging and Labeling] Regulations,
4. Food Sefety ond Standarch [Food or Heaith Sapoie vinty, Nulraons
4. Food Sefety nd Standarcs [0 gaslc Foocs) Reguiatiors, 2077, m sire:] 167 M)

& Food Safety nd Stanelards [Alcoholic Brverages! Repulations, 2018 052 V)
. Food Safety ond Stardards (Fortification of Food Reguistion. 2018 = size: 2,02 ME

it 4t iR il singhe glense, e I8

3IH F7t9] ‘List of applications Approved/Rejected/Closed/Withdrawn/

Status...” 2

NON-SPECFIED FOOD

For the FBOs whose product which heve nct been standardzed m any of the Regulations, FS5A1 has secently Notfied Food Sa'ecy and Standerds (fggroval b Non-Speclied Food and Food ingredierts) Regulations. 2017 s sze | 095 M8)
Thesa reguistons lay down the procedure for grant of prics approval of non-spec fisd food and food ingredients wheretry FEDs ane recu red to submit epplcation as prescrbed along with necessary documents along wih a fee s sze( 0.20 UBjas

pec Pushieity. Acgroral for th ducts is gr ¥ after ihe risk enalysic & camied out by the Scenlfic Panels.
GUIDANCE NOTE
* Guidance o 85 pose Y, fiplosded o .08 2020) = sized 176 MBS
Status of NSF B F applications
I * Listcf applicaciors A losed Wi i the Focd Safety aac Standasds (Aspooval for Nen-Specified Food sed Fooc Ingredients] Regulatins, 2017 (Uploadad one 1131 202¢) s sized 1,31 MEB] = I
NOTICE
¥ Notice dated 1205 ing epol: ived for approval of the products: - ménerals above one ROA kevel (Upleaded on: 15052023 misze: 0. MB) =
* Mot 2022 regarding Fes ey for the appications socer FSS (Approval for Non-ipe Food 5, 2017, {Uph 11,2022 0 sives{ 031 ME]
» Motice dated 315t Augst 2002 reganding Application under FSS [Appeoval for Mon-speciied Food and Food Ingrediants Regulations, 2017 with respect toln U 1032050 mstze: 131 ME)
* Motioe dated 27th fuly 2021 rege & de uncher PSS [Asprova! for Mon-Spedfied ngrecients) Regaiations, 2017, Unioated o 27.07.2021) =» slze{ 0,53 M3]
FREGUENTLY ASKED QUESTIONS
* Frequently Asked Questions (FAG) on the Food Safety [Agpreval of pon-spe Tgradiarts) SOUT. Piploaded on: 04,05 2080 & sire] S04 MB)
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List of p " under Food Safety and
Standards (N;proval for uon-Speciﬁed Food and Food Ingmdems} Regulations, 2017
as on 6™ November, 2024

S. | Product [ Ingrediem | File Number & Date of | FBO to Whom Product

No. | Mame Approval PF is Category

the link a1
lasipage for
category
dotails)

1 PreNAN- Human Milk | 01/SIAIPAIFSSAIZ017 | W5 Nestle  India | 99.5
Fontifier & 24.04.2018 Limited, Gurgaon-

122002. Haryana.

2 Super Olein / Super | 03/SIIPAIFSSAIFZ017 | Mis  3F  Industries | 2.1.2

Olein 630 & 21122017 Limited, Nellore Dist.
Andhea Pradesh-
524323,

3 Lactogen 1 {with L 04/SdIPAIFSSAI2017 Wﬁ Neste  India | 13.11

reuten) &03.08.2018 Gurs
Hagana 12200,

4 Monk Fruit Juice / 1YSPAFSSAIROTT Gujarat | 23.73
Monk Fruit Juice & 27.02.2019 Enmrpnse
Concontrate Ahmedabad, Gujarat -

380009,

5 Dichloromethana T4ISIIPAIFSSALZONT | Ws Ishaana | 98.1
(Methylene & 22.06.2018 MNutraceuticals Pyt
dichloride) Ld., Dehradun,

Ultarakhand. 248001,

6 Isapropyl alcohol 1S/SWIPAIFSSAI2017 | Ws Ishaana | 99.1

(Propan-2-ol) & 22.06.2018 Nuraceuticals ~ Pwt
Lid., Dehradun,
| 24B001.

il Complex of Cucumis | 19/SWIPAT SSAUZ017 | Mis Sun | 547
mdo L. Truit extract & 23.04.20M8 Pharmaceutical
(melon fruit extract), Industrias Ld.,

Gliadin (wheat Goregaon (E).
extract) and Mumbai-400063.
Maltodextrin
8 Dichloromethane(Met | 22/SIIPAIFSSAI201T7 | Mis Zydus Healthcare | 991
hylene chioride) & 22.02.2018 Limited, Ahmedabad,
Gujarat = 380015.
9 Isoprapyl alcohol 23/SWIPAFSSALI2017 | MWis Zydus Healthcare | 99.1
& 22022018 Limited, Ahmedabad,
Gujarat = 380015.

10 Blend of 25/StdPAIFSSAN2017 s SunDyata | 98.7
mucopolysaccharides | & 23.04.2018 Numandis
and collagen type | Probioceuticals  Pwi,

Lid. Ahmedabad,
Gujaral— 380015,
11 | Blended Starch Balls | 03/SIIPAIFSSAI2018 | Mis Kulavilakku | 6.2.2
& 25.09.2018 Amman Sago Factory,
Taluk Namakkal
District, Tamil Nadu-
637401,




QU/HE/SX/BELN, AESLU-HE- SX-HE

List of product(s)fingredient(s) applications “Approved” under Food Safety and
Standards (Approval for Non-Specified Food and Food Ingredients) Regulations, 2017

as on 6 November, 2024

S, Product / Ingredient | File Number & Date of | FBO to Whom Product

No. | Name Approval Approval is Granted | Category®
(please see
the link at
lastpage for
category

- details)

1 PreNAN- Human Milk | 01/SId/PAIFSSAUZ017 | Mis  Nestie  India | 99.5

Fortifier & 24.04.2018 Limited. Gurgaon-
122002. Haryana.

2 Super Olein / Super | 0/SIIPAIFSSAI2017 | MIs  3F  Industries | 2.1.2

Olein 630 & 2112207 Limited, Nellore Dist.
Andhra Pradesh-
524323,

3 Lactogen 1 (with L Q4/SIPAFSSAII201T7 | M/s  Nestle  India | 13.1.1

reuteri) & 03.08.2018 Limited, Gurgaon,
Haryana- 122002.

4 Monk Fruit Juice / 13/SIIPAIFSSAI20NT | Mis Gujarat | 2313
Monk Fruit Juice & 27.02.2019 Enterprise
Concentrate Ahmedabad. Gujarat -

380009,

5 Dichloromethang 14/ISWPAIFSSAIZ0NT | Mis Ishaana | 89.1
(Methylene & 22.06.2018 Nutraceuticals ~ Pwi.
dichloride) Lid.. Dehradun,

Uttarakhand. 248001

6 Isapropyl alcohol 15/Sd/PAIFSSAI2017 | Mis Ishaana | 99.1
(Propan-2-ol) & 22 06.2018 Nutraceuticals Pu.

Ltd., Dehradun,
Uttarakhand- 248001.

7 Complex of Cucumis | 19/SW/PAIFSSAI2017 | Mis Sun | 89.7
melo L. fruit extract & 23.04.2018 Pharmaceutical
(melon fruit extract), Industries Lid..

Gliadin (wheat Goregaon (E).
extract) and Mumbai-400063.
Maltodextrin
a Dichloromethane(Met | 22/Sid/PAIFSSAU2017 | Mis Zydus Healthcare | 99.1
hylene chioride) & 22.02.2018 Limited. Ahmedabad,
Guijarat — 380015.
] Isopropyl alcohol 235d/PAIFSSAI201T | Mis Zydus Heahhcare | 99.1
& 22.02.2018 Limited, Ahmedabad,
Gujarat - 380015,

10 | Blend of 25/SIIPAIFSSAIZMT | MIs SunDyota | 99.7
mucopolysaccharides | & 23.04.2018 Numandis
and collagen type | Probioceuticals ~ Pwi,

Lid. Ahmedabad,
Gujarat— 380015.
11 Blended Starch Balls | 03/Std/PAIFSSAI2018 | Mis Kulavilakku | 6.2.2
& 25.09.2018 Amman Sago Faclory,
Taluk Namakkal
District, Tamil Nadu-
637401,
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01/Std/PA/FSSAI/2017
24.04.2018

03/Std/PA/FSSAI/2017
21.12.2017

04/Std/PA/FSSAI/2017
03.08.2018
13/Std/PA/FSSAI/2017
27.02.2019

14/Std/PA/FSSAI/2017
22.06.2018

15/Std/PA/FSSAI/2017
22.06.2018

o| Ht
-

ol
ro

ASAIEAL

M/s Nestle India Limited,
Gurgaon — 122002, Haryana

M/s 3F Industries Limited,
Nellore Dist., Andhra Pradesh
- 524323

M/s Nestle India Limited,
Gurgaon — 122002, Haryana

M/s Gujarat Enterprise,
Ahmedabad, Guijarat — 380009

M/s Ishaana Nutraceuticals
Pvt. Ltd., Dehradun,
Uttarakhand — 248001

M/s Ishaana Nutraceuticals
Pvt. Ltd., Dehradun,
Uttarakhand — 248001
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A9l ‘Standards’ 22 £ ‘Product standards’ 2&

M Food Low Businesse | Sanderds Fad Todting Intpochions  Inforat coal Conperation Cltzens Sates Boge bt Us R o T
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Product Standards

Tha Authosty has. notfied foliswing Fagulatons covering qualty and salely pammesers of vanois bod products:
1 Foca Sitety Foad F s Regelatons 2001, = sized OT3MB)
2 Foed Safety Tortirinants. Tax sickn g lsticon 2017, maized L12ME)

A Fricet Sedrt + [Pareaghg and i Wk, 21, gEe red OLLRM
oo for satary Uros. Foods for Spec pos. Ragulations 2016, o slawsl 5.1 M%)

4 Food Safety pnd Stardards [Food or Heakh S applomnts, Myt
S Fod Sefety i Standards [Dpesie Foscs) Reguotiors, 2017, o size 187 M)

. Feod Sefety end Stardaich [Akohole Beverages] Repinisns, 2000 maie {072 V)
. Fouxd Sefety end Starclanch (Foriifeation of oo Regulstion, 2018w ofoe] 362 My

Zor ad revelant infarmatcn about ot singhe glance,

S5 % ‘Food Safety and Standards(Food or Health Supplements,

Nutraceuticals, Foods for Special Dietary Uses, Foods for Special Medical

Purpose, Functional Foods and Novel Food), Regulations, 2016" 22

B s - Product standares  H prictaryfood  NonSaedfiedFood VesnFood OrganicFocd  Bxportsonly  Packaging G228 {::;?
e i e g A Mahotsav

Product Standards

1. Foed Sefety s [Food Mrodcta S
2. Focd Sefety md Starctards [Sort

Reguietians 2018, = sizei 21 r«es:]

7. Eacd Safety and Stardards [Fortification of Focdl Regulation 2018 s slaw 5.6 Mol
For a4 1gveian! informaton about 3 bod piduct 8t sngie glence, dlesse sée IFSCA
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ar [1—EUE 4
PART I1—Section 4
Wi W g
PUBLISHED BY AUTHORITY

W 465] 2 T, HivEw, feaw 26, 201619 5, 1938
No. 465] NEW DELHL MONDA Y, DECEMBER 26, 2016/ PAUSA 5, 1938

REGI). NO. D. 1.-33004/99
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Ctri+fE 2ol Hz oA H&2 =2

Lo THE GAYETTE OF INDIA: EXTRACRIINARY [Py 00— Bwc ]
Scbeduke - 1
[Ses regubations 3. 180 4020 60200 T.O2000 KN and 9.0200]
List and thelr comp
SN0, Vitamins and Minerals | 1 Components
A ¥ iatins.
L Vitamin A [ Bt — alf eran retieol

scid
Sefimn-L-ancorhate

Caleium. |_-ascorhase

Potasemme-L-ancorhase

Erpalmitoy L-ascorti acud

Vitamin

Nismiin D, febokecaleiferol) - Amimal source

Vitaruia D, (rrgocabet ol — Plart souree

Viamin E

Dhal

Vilamin K,

Proytomenadions (2 metky] 3phyiy 1}

[ERr—r—

Phytonssmidinm

Vinmsin Kz ME-T)

Menaguinons

Vitamin K, (MK

Menaetregnn:

[T

Fuolle Ackd

rrpicroy b b-plutamic acd

Niscia

Sisoini sk

Nicotinamide

Sistini s mmdk

I passtotbeenate, calcium

I wvitamin C
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= o | DR0IB MEZ MOE 54 ozSH AZ o Duojesiae
B O2|HI0|QEATL FILE AF0 A 7tset AE Vg 55 -
IR0IE AZE HQet E Y==8 AE, HES 44 2 &2/4&8
2 VD | EAMA, J21 TZHI0|QEA 3 TRjHi0|QEAT} Il AR 267
M8 Ttset AE FUE =5
CHS0I AFE 7HSH AEX7IZ S2(GMP +E0IM AIS)
(1) 7Is8 A=
(1) YROIZ AZES AUt S5 40|12 A2
£ VE () & 2= ME 189
(V) Z2HI0|RE M8 ¥ Z2H0IRY J&0| F7IE ME
(V) A8 = A HEE Qs E AR
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CFS BEIR A JISS AE H7I2 S5(8H, #a, AY)
(1) 715 42
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|
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Al
(V) HEEZAIE

Part A(2474)

CERLAEI AR R 22
VI wESEE AS Part B(18771)
Vil | ZZHOIREAMR) #F 55 28%1
VIl | D2H0IQE SpE 22 13
| 1,06374
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3: Qlik(Korean Ginseng)

@

@

®

@

®

PART A
S. No. | Nutraceutical Common Purity Criteria Permitted Range
ingredients name
A, B, C needs to be tested
qualitatively.
10. | Glucosamine Glucosamine | Glucosamine content 1,500-3,000
hvdrochloride mg/day, Max
11. | Glucosamine sulphate Glucosamine | Glucosamine content 2.500-5.000
mg/day, Max
12. | Gvmnema syivestre extract [Gudmar extract| Gymnemic acid content 500-1.500mg /
powder day, Max
13. | Lactase (p-galactosidase)* - Enzyme activity 3,000 - 9,000 TU
(or FCC units) /
day, Max
4. | Panax ginseng ( Ginseng Ginsenoside content ranging 90 - 400 mg /day.
Syn:Korean Ginseng) extract from 0.7 to 3%. Max
extract - (obtained from 0.6
to 2.0 gm of Ginseng root,
(Panaxginseng.C A.
Meyer, Araliaceae)
D #5: 14
@ FECtHE =
(S]] st=QIA) FE5(0.6~2.0 g)2f 2 HOA ==
(Panax ginseng C.A. Meyer, SELI21})
® LT 2ot FE=
@ =k7|F: MEAOIE e 0.7~3% 8¢
® S18He: =i 90-400 mg/¥
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7|& Al0| M2 Z2Z(0Id Dietary Ingredient List)2 PDF &Alo| M2 X|Z

OLD DIETARY
INGREDIENT LIST

This list of dictary ingredients is a compilation of old dietary ingredient lists
developed by the American Herbal Products Association (AHPA), Council for
Responsible Nutrition (CRM), Natural Products. Association (NPAL and the
United Matural Produgis Alliance (UNPAL

This list was compiled shorly after passage of the Dietary Supplement Health
and Education Actof 1994 (DSHEA). Thislistis nat recognized by the Food and
Drug Administration as elther official or binding but enly as a reference tool,
Ariy persan propasing to.offer a dietary ingredient for sale under the provisions
of DSHEA i= advised {0 seek competent counsel o confirm whether such an
ingredient is an old or new dietary ingredient, This list should rot be relied
upoen as the sole hasis to determine ODINDI status of any dietany ingrediant,

LI =M= LIEEN O H= F 7|SE 242 +-AHPA, ~—CRN, #-NPA,
* ~UNPAE 2loJotH ‘&#717|S(Ctri+F)' 2 Algol =Y M 7t

GENREAY | OLD DIETARY INGREDIENT LIST

UMNITED NATURAL PRODUCTS ALLIANCE

#0 Bed Opamme Cenisnap eapsule & Acleki sprosts # ~ almarad ~

200 Bloom Gh L gelatin Muzsiuhes hippocastanum L4 almaml meal ~

Abelimoschus esenlenius + Aframponum meleguoeta (Rescoe) K. Schumann + Aloo # -

Abelmoschus moschatus (vediky + AT AZAr - Aloc barkadersiz MEL +

Abies webbiona + Agnsinche ruposa (Fisch. et Meyw) O, Ktzel + Mo ferox Mill, +

Abrus precaintivs -+ Aguthosma belaling + Aldee Bttaralis +
Abutilen indicum Agathoesma ereoudata Al spicats +
agauia (arable guem} - Agat prandiflora + Aloa vera (L) ML, Bunn. =
Acacia {arabic pun) (arabdn gum) # Agave amesicann + Aoz vera gel# ~

Acacin arabicn, Lirm, = Agkistrodan nenbas + Adeysin triphylin (L'Hazh Britton +
Acacin calechu Willid, + Aglain roxcburghiama, Mig. + Alphi keteghitaribes 8 -
Acacia coticinna DUC. + Agrinzonia cuparria L= Alpha Linelenic acid (ALA) = -~
Acacin farnesiana Willd. + Agrimonia prypescpala + Alpha-Ketoghnarie acid # ~
Acncin leacophlnes Willd, + Agrimonia pilasa + Alpinia chinensis +
acavia puwdes, NF — AZrOpYTOn TepEns ¢ Adpinii galang (L) Willd. +
Acacia aencpgal + Adlanthus abissing + Aldpinia katsurmadai +

Acacia seval = Adlanthus suoelsa + Alpinia officinanum Hanes +
Acacin vera + Akebin quinntz Deens, + Adpinia exyphylls +




g2 Hs 8

H=EU HS

B o

¢l23H: Vitamin C

G EERCEEREET - N L-REES

UNPA \ OLD DIETARY INGREDIENT LIST

LIMNITED NATURAL PRODUCTS ALLIANCE

pround limestane: ~
Cuniazum officinale +
guailenesin -

Guar gum # -~

Gunrana # -

guava poader, spriy dried —
ugutipid -

puri arabie -

m ghatti -

Cium gugzul, gupulipid § -
i kariys -

gy prehlend -.1.-.f3ﬁ|§m1'|1l.c -
Ciympema ﬁ)‘hul:;: t e

Hordewm valgare Lo+
brareheansd extract -
Harseradish 0 —

Horseiail nush #
HorsemilShave prass{Arvense equisat ) # ~
Hawitienia cordala +
Hurualus fupulus L.+
Hyrdnocarpus ki =
Hydrangea & ~

Hydrangea arhorescens L, 4
Hydrassine 8~

Hydrastis canndensis [, = ~
ety asiatics —

Irwla jopanica Thusab: +

Irmila racemosa Heak, +

Iouliz 0 —

icdine —

lodine (kelp) #

Ippmaen digitzta, Linn, +
Ipemeaca hederaceae +
Ipamaca panicnlsta +

Ipnmaca panicnian R, Br. -
Ipranaei sepiasia 4

Ipodaca tarpedliun, B +

Iris permanicn L, Flerentinn' =
Ioas pealiida Lam, "Dalmabas’ +

Hallovaitam rabrum = Hypdrecotyle agiatics, Ling Umnbellifoze + s verstoolor L.+
Hamamelis virginiana L. + bardrogenated cotton oil ~ Iris winginiga L. +
Hazpagophytum procumbens DC, ex Maisn, + bydregenaded soop ail ~ Irish Mass i~
Hawthorn berrics # — bydragensted vepelable Gl — iran —

Heart # -~ bopdraganated vepetoble ail ~ Tron (hisglycimatc) #
Hedeomn pulegioides (L.) Pers, + bapdroncpapntite - Iron (eitrs) #

P ST P 4 PGS e
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DB3 MAHLHE &= HI0|EH|0]A(NHPID)

=C M IHLC 2HF(HC)

HAULNZ S0 U 3 HUE A=, AAE BEEE0E, ARSI
DB LHE
° HME(CY 92 DL IMD HE Do)
S F2 https://webprod.hc-sc.gc.ca/nhpid-bdipsn/
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Fieriems [ | showing 1 to 6 of 6 entres |

List of returned ingredients
Ingredient [£] ¥+ Proper namefs) 1]+
Folium ginseng (Defined Panax ginseng + folium ginseng
Orgonism Substance) * Ren shen ye
Panox ginseng (Organism) Panox ginseng * Asian ginseng
Pre-Cleared information: = Chinese ginseng
. * Hong shen
Gﬂi}:ﬂg—pﬂm‘f * Koreon ginseng
* Worl ‘_"_"! Suppl elimen:s « Korean red ginseng
* nitive funtion * Oriental ginseng
Rroducts = Ponax ginseng
* Red ginseng
*_Renshen
E—
Ponox Ginseng Root Extract Panax ginseng * Ginseng {Ponax Ginseng) Extract
(Defined Orgoanism Substance) * Ginseng Extract
* Orientol Ginseng Extract
* Panax Ginseng Root Extract
Ponox ginseng_root infusion Fanox ginseng Panox ginseng root infusion
(Defined Orgonism Substance)
Radix et Rhizoma Ginseng Panax ginseng * Radix et Rhizoma Ginseng
(Defined Orgonism Substonce) * Ren shen
Pre-Cleared information:
it iiq}
Ingredien
lix et Rhizoma Ginsen, Panax ginseng * Hong shen

Rubra (Defined Orgonism
Substonce)

Radix et Rhizoma Ginseng Rubra
Red Ginseng

oid =2l A

g2 =2l

Organism - Panax ginseng

NHPID name:
Reference:
Proper name(s):
Common name(s):

Category:
Monograph(s):
Schedule 1:
Source ial(s):

Panax ginseng
GRIN
Panax ginseng.

* Asion ginseng.
Chinese ginseng.
Hong shen
Korean ginseng.
Korean red ginseng
Oriental ginseng
Panax ginseng
Red ginseng,
* Ren ]
No English i to

.

.

.

"Ginseng de Corée”

Approved Herbal Name

Cognitive function products , Ginseng, Ponax , Workout Supplements
Plant and plant material

Panax ginseng { Parts: Whole plant )

Preparations:

Roles

Medicinal

Dry., fresh

Rationale: Classified as an NHP under Schedule 1, item 1 (@ plant or a plant matericl) of the Notural Health Products Regulations. Please
note that either this organism, or one of its parts, or the organism or part from which this ingredient is derived, is considered at
risk. Detoils are available from the following reference(s): http:/Alows-lois justice.gc.caseng/regulations/SOR-96-. 0
4.html#h-17.

Reference: NNHPD




NHPID B8, &%, ZAYS, YUEy, 22 2w-J0E, 221, 339, A,
U3 SO T HE AT

'E' OlA] HZH: 2l&k(Korean ginseng)

@ Roles

Organism - Panax ginseng

NHPID nome: Panax ginseng
Reference: GRIN

Proper name(s): Panox ginseng
Common name(s):  * Asian ginseng
Chinese ginseng
* Hogg shen
* lorean gitseng
* iHoregn red ginseng
* Oriental ginseng
* Ponax gimseng
s Red ginsgng
- Reﬂ_s_h_c_ﬂ
* No Engiich pquhwient 1o synoman "Ginseny d¢ Corde”

EWRE

Category: Approved Merbal Name
Monograph(sy: Cognitive function products. Glnseng, Panex . Workout Supplements
Schedule 1: Plant end plant material
| Source material{sk: Panox ginseng ( Parts: Whoke plant )
Preparations: Dy, Fresh

RN

Medicinal
Rationale:  Classified as an NHP under Schedule 1. item 1 fa plant or o plent material] of the Naturel Health Products Regulotions. Pleose
note that either this organism. or one of its parts. or the organism or part from which this ingredient & derived, is considersd at
risk. Details are availoble from the following referencefs): hitp: -lois justice. gc.caleng/r i OR-96-263/page-
ahtmigh-17.

@O ®OEO

NHPID HZ: Panax ginseng

HAHAL Panax ginseng

UHHHZ: OFAIOF QU &= 24,
ginseng, 24, M, Gi

28 808 A4xH

Lo QIX| 7|5 ME, Ginseng, Panax, 25 E&A|

2E 11 AE H AE M=

AR Panax ginseng(R&: T A=)

HA: AZx, A

st o|oFx

o MOHLHSEAEL B8 1, &= 10| Ot dLHEe= 2

&A1= 0] RUIA EE 1 95, 52 o2 450) 2fE SIAL T s

0| U= AC= 7t KiMlgt LHEE2 Ot 35 FIHE:
http://laws—lois.justice.gc.ca/eng/regulations/SOR-96-263/page—4.html#h—17

Ofol

=

&, ot QI ot= =&, Y QU Panax
Ct
o

seng deCoree’0f| oliiE
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Controlled vocabulary search

Controlled vocabulory provides a standard for the electronic transmission of core sets of natural health product information. In the Controlled vocabulary search field, enter any
part of a controlled vocabulary term. Select a category from the Category dropdown list, and cliick on the Search button to display the search results for the query.

The search engines treat the Controlled vocabulary search field as a sequence of characters fo search for. They accept letters in either uppercase or lowercase. The search engines
ignore operators such as AND, NOT, and OR.
If the search is unsuccessful. try synonyms. alternate speliings or other combinations of keywords.

For additional search tips, please consult the Natural heolth products ingredients datohase web application guide. For more information on the terminciogy pleose consult the
Notural health products online system standard terminology guide.
@ | controlted vocabulary search: Vitamin C ]

@ Category: Netural Heolth Product Classifications  ~ I

®




oig H=2 oM & &

Filter items I:l Showing 1to 1 of 1 entries | Show entries

List of returned controlled vocabulary terms

Name[$] ¥+ Description 44/
Vitamin Vitamins are naturally occurring organic substances required by the body to maintain health. The following are vitamins: 1. Biotin, 2. Folate, 3. Niacin, 4.

Pantothenic acid, 5. Riboflavin, 6. Thiamine, 7. Vitamin A, 8. Vitamin B6, 9. Vitamin B12, 10. Vitamin C, 11. Vitamin D, 12. Vitamin £ 13. Vitamin K1, 14, Vitamin K2.

© 82 Hs

rdo

0

=3 H &9 A

Ol

GIA] {=H: HIEFI C(Vitamin C)

Filker items :I Showing 1 to 1 of 1 entries | Show| 10 '|Entrles

List of returned controlfed vocobulary terms

@m&[&

(2) Deseription 14

Vitamin

Vitamins ore naturally occurring organic substances required by the body to maintain heaith, The following ore vitomins: 1, Blotin, 2. Folate. 3. Nlacin, 4,
Pamothenic acid. 5. Riboflovin, 6. Thiomine. 7. vitamin A & Witamin 56, 9. Vitamin 812, 10. vitomin € 77, Vitamin 0. 12, Vitemin £ 13. Vitamin K1. 14. Vilomin K2,

ALS |Alo| @il MA7L HRZE oh= XNAM= wish=
3

Efolo] B2o CiSmt 2o 1.H|QE, 2.2iAh 3.LI0JOjA

>

H B .
. b.2|2=c, 6.E|OtZl, 7 HIELZI A, 8.H|EIZ B6, 9.HIEIZI B12,
0. HIEFZI C, 11. HIEtZI D, 12. BIEF2I £, 13. HIEFZ K1, 14. HIEZ K2
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Pre-Cleared information

Pre-Cleared information (PCI) is any form of information supporting the safety. efficacy or quality of o medicinal ingredient or notural health preduct that NNHPD hos reviewed
and determined to be acceptable.

PCI con be used to speed up the evaluation of the NHP, and serves as a reliable source of product information for consumers.

* single ingredient monogrophs
* Erodud monographs




M
1=
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o
Pal
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Single ingredient monographs

A menograph s ¢ writlen description of porticular elements on on identified topic. Single ingredieat monearaphs apply to
formulations eontoining only ane medicinal ingredient.

Monogrophs in the lists below which are followed by on astersk ) hove been uplooded directly onto the NUP Ingredients Dotobose
ond are auiiable to gerecote fn the PLA by pre-popuiating the required fielos, Those monographs withawr an asensk are currently
referanced by the NHP Ingredients Dotobase but do not yet hove o generated moncgroph, which means thet less fnformetion Js pre-
populaied in the ePLA When ottesting (o o monagroph with on esterisk. which meons aitesting to o generated monograph. the
‘Compendial from Generated Monogrophs' application dype must be selected from the Compendial from Generoted Monagraph
Electronie Product Licence Application Form, When attesting to o monegraph vithout an asterisk, which means attesting to ¢
monegraph that is not generated, the ‘Compendiol’ application type must be selected from the Electranic Praduct Licence Application
Form.

Elecronic peadiad dcence application form
CABCDEFGHIIKLMNOPORETUV I

o F3alingalimethane (D)
- FHIE ﬂ (PBF version - 2668

E (FEF verser - 21040

Top of page A

+ ALO7- DUIRYde GIERCD
= Africon Wild Mango - Inddngio agbonensis
&AM vt - Grir

E (PAFuErERe - 56 4]
m [POFversian - TE7 X))
E [POF wersion « 254 £)
* AHCC Fxroct - Povder = e 26241

Pre-Cleared
information

Pre-Cleared information {PLI) is
any form af information
supparting the sofeqy, efficacy or
quality of o medicinal ingredient
ar natural heglth product that
NNHPD has reviewed and
determined to be occeptoble.
PCican be used to speed up the
evalvation of the NHE, and serves
as o rellabie source of product
inforerition for consuerers.

* Single ingredient
Smonarahs

& Progduct
arenoaronhs

LT

oid H=o Ml 2 =2l

CHITOSAN

Help on accessing alternative formats. such as Portable Document Format (POF, Microsoft Word and PowerPoint (PPT) files. can be obtoined in the giternate format help section.

18] trovversn- sozim

This monograph is intended to serve as o guide to industry for the preparation of Product Licence Applications (PLAS) and labels for natural health product morket authorization. It is

not intended to be o comprehensive review of the medicing! ingredient

Notes

» Textin th s odditional optional which can be included on the lobel ot the applfcant's discretion.

* The solfdus ¢ indicates thot the terms andior are Either term or rnay be selected by the applicant on the label.
Date

November 29, 2024

Proper name(s), Common name(s), Source information

Table 1. Praper namefs), Common name(s), Source information

- Source information
Proper nam Common name(s | = o ; —
| Source materialfs) Part(s)
* Crab
+ kit |Exoskeleton
* Chitosan + Shrimp

Poly-beta-{1,4)-2-amino-2-deoxy-d-glucose * Poliglusom B

= Clam |

o Oyster |Shell

f ',‘ Proper name: 2011 Common names: 2011; Source ;’ng‘arman’on: Sweetman 2011; Dutta e ol, 2004,

8b
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AR, A U, A IITUIYE, 4 ZZYL, A ZSHE, A AZSY
SEE, A MBIIT A 2AT HE, A HOARZ, A BHUH, A AY,
1

PDF 22E 75

B oA Y29 7|EAKChitosan)

Proper name(s), Common name(s), Source information @

Table 1. Proper name(s). Common name(s). Source information

Source information

Proper name(s) Common name(s) Source material(s) | Part(s)
Poly-beta-(1.4)-2-amino-2- = Chitosan = Crab Exoskeleton
deoxy-d-glucose « Poliglusam =  Knll

» Shrimp

» Clam Shell

»  Oyster

References: Proper name: Sweetman 2011; Common names: Sweetman 2011; Source information:
Sweetman 2011; Dutta et al. 2004.
Route of administration @

Oral

Dosage formq(s) @

This monograph excludes foods or food-like dosage forms as indicated in the Compendium of
Monographs Guidance Document.

Acceptable dosage forms for oral use are indicated in the dosage form drop-down list of the
web-based Product Licence Application form for Compendial applications.

* gt wy

@ HAHZ, dutdy, SEREEE
D39l XMy
HAgH st o
39| =1
[S) == T
Poly-beta—(1,4)-2-amino—2-deoxy F|EM, A, MR, M* g
-d-glucose S8 ==y XM, = Ao7|

@ Eog=z: 378

® SEYH: 0] 2= EeefE 71012 240 BAE U= AT E= AE0 FARR

=8 df= MR 3+ =80 Hefet 28 Y= /iQ(compendial) 1%
(0]

g 718 HiE o7F MO 28 YH EEUR v S50 A=
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AR AR HE ZE HO[EHI0IA(BANE) ] g
i}
He
DBYH AE, M= HE ZE H0[HH0|A
el 7| FEH(EC)/RFEMSAMHE(EFSA)
DB W& R AL S0lE SLEE HE M3
https://ec.europa.eu/food/food-feed-portal/screen/nutrients
s F:A

e NS U=+

/search
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https://ec.europa.eu/food/food-feed-portal/screen/nutrients/search

European |
Commission

&B Englisn | Seanh

Food and Feed Information Portal Database

Search

Eurcpean Commission > Food > Food and Feed information Fortal

Search all demains

Decontamination Substances

The Commission kas estobhshed a Euopasn
Emion dati base of substances, olhar than
potabia water, authoszed 1o remove surfaca
contamination frem products of animal oign in
acoordancs with Ariche 32} of Reguiation (EC)
Mo BSA2004.

= Search for Decontamnabon Subsiances

Food Allergens

This dalahesa is a seachable foal mforming on
substances or products Causing allergies o
impliemnces o bsted inAnnex |1 e Regulation

Feed Additives

Ther Commissian has estabished b Evropean
Linion Register of Feed Additives, which is
regulady updated, and it makes mafcrenceflinks
o the redavanl authonisation Regulations
Those Regulations ncluds the speoihic
requiraments far placing tha addiives on the
EU and EEA marked

= Saarch Fead Adotees

= Saarch Feed Addives autharisabons
Doravnload Register in Exoal lomal
Latest updates o the Ragistar

= Agchived expined authonsations (POF)
APIs

Disclaimes

Food Contact Materials

This daiabhase is a seachabls tood informing
wbout Food Contact Materials Linion Register
of recycling installatons, fadililies, companies,

Food Additives

This ditabase is i sewchabla ool informing
eboul the Tood addilives approwved for use in
foad in the EL) and hair conditions of use. Itis
based on the Union list of spproved lood
additives l3id down inAnnex I 1o Regulation
(EC) Mg 13302008

+  Search Tor Addiives

+  Browss by Cateqaris

+ Ewrapaan Legsialion on Food Addives
s Inloematon doouments

+ APl

+  Disclamsar

Food Flavouring

This database is a sewchabla tood infermng
acul the avouring subslances approwed Too
vz i oo o the EU end their condiliens of

ol H

ol=t2] ‘Nutrients’@| ‘Search for Nutrients’

=
==

Health Claims

The search tool only allows searches for health
claims, and not nutrition claims.

= EU Register of Health Claims

= Some health claims subject o the
individual authornsation procedure

Download Register in Excel format
= APls

Nutrients

This database is a searchable tool informing
aboul the nutritional substances such as
vitamins, minerals and others that are
approved for use in the EU

earch lor Nutrients

Imer

= Recycling Facilitios
« Recycling Installations
= Disclaimer

Infant Formulae & Follow-on
Formulae manufactured from
protein hydrolysates

The search tool allows for searches for both
infant formulae and follow-on formulae

= Search for Infant Formulae and Follow-on
Formulae

Smoke flavourings

This database is a searchable tool informing
aboul the smoke llavounng products approved
for use in the EU and their conditions of use. It
is based on the Union list of authornsed smoke
NMavouring primary products for use as such in
or on foods andfor for the production of derived
smoke flavouring laid down in Annex o
Regulation (EC) No 1321/2013

= Search for Smoke flavourings
= Browse by calegories

= European Legisiation on Smoke
flavourings

= Disclaimer

= Browse by categories
= European Legislation on Food flavourings
+ Disclaimer

Novel Food

The Implemeanting Regulation establishing the
list of novel foods compiles all the authorised
novel foods in the European Union 1o date It
inctudes their conditions of use, labailing
requirements, and their specifications

= Union List of authorised novel foods
= Movel Food status Catalogue

= Latest updates to the Novel Food status
Catalogue

= APIs
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Food and Feed Information Portal Database

European Commission > Food » Food and Feed Information Portal > Nutrients > Search Mutrients

SEARCH OPTIONS

Nutrients (52 matching records)
Nutrients type

I All vitamin Search

Nutrients name + Nutrient type % Nutrient name Nutrient subtypes

| All Cther Aloa-Emodin -

L-alanine
L-arginine

r L-aspartic acid
| Al v L-citrulline

L-cysleine

Cysting
L-glutamic acid
L-glutamine
| glycine
L-isoleucine
L-leucine
L-lysine
L-lysine acetlate
L-methionine
L-ornithine
L-phenylaianine
L-proding
L-threonine
L-tryptophan -

Nutrients subtype

I Clear filters

Othar Amino Acids

sy 9= 22

Food and Feed Information Portal Database

European Commission > Food > Food and Feed Information Portal > Nutrients > Search Nutrients

SEARCH OPTIONS

: Nutrients (1 matching records)
Nutrients type

All | vitamin Search
| |

Nutrients name % Nutrient type % Nutrient name Nutrient subtypes

| All L-ascorbic acid
L

sodium.L-ascorbate

. calcium-L-ascorbate
Nutrients subtype Vitamin Vitamin C potassium-L-ascorbate
- L-ascorbyl 6-palmitate
All magnesium L-ascorbate
zinc L-ascorbate
| Clear filters |

89
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Characteristics
Mutrient type Vitamin
Mutrient name Vitamin C

L-ascorbic acid
sodium-L-ascorbate
calcium-L-ascorbate

Mutrient subtype potassium-L-ascorbate
L-ascorbyl G-palmitate
magnasium L-ascorbate
zinc L-ascorbale

Specific usage J
disposition &

Remark ofn

Legislations

REGULATION (EC) Mo 192520083, applicable from 01/07/2007
REGULATION (EU) No 609/2013, applicable from 19/07/2013
DIRECTIVE 2002/46/EC




= o = = =
od H=2 FLdE =, BE, MERY, A2 24 5 GYd=E2 54 &
#HH 78 HE MS
ot
B oAl §EY: HER C
(@D Nutrient type Vitamin
® Nutrient name Vitamin C
@ Nutrient subtype ‘polass@npl:as_cc'bg!e
@ Specific usage
@ Remark
@ LeyIisiauouris
REGULATION (EC) No 1925/2006, applicable from 01/07/2007
REGULATION (EU) No 609/2013, applicable from 19/07/2013
DIRECTIVE 2002/46/EC
@ SYHE F: HIEHE
@ FLE= B HER C
® FYUME MEQRY: L-OlAT2EM, AE-[-0AT2EM, Zz-| -OAT2HA
HERS-L-0LAT 2B, -OtATE2Y 6-TO|E0|E,
Of4|&E-L-OftATE2EAM OfH-| -0tATEEHA
@ EF ME U ciFAE s
® H[11: ciFAr Gl
® &3 73 20073 78 192H M Regulation (EC) No 1925/2006

20134 7€ 194EE HME Regulation (EC) No 609/2013

Directive 2002/46/EC
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CEECERRE)

He

OkE(512 M) ZN[Therapeutic Goods(Permissible Ingredients)

Determination (N0.3)2024]"

* ofE(GIg 98 29,

DBY

https://www.legislation.gov.au/F2024L01196/asmade/text

a7 o2 HMEH(TGA)
DBUE SMeAEN A8 =~ U= E= H #HE 24 MS
HE FA https://www.legislation.gov.au/F2024L01196/asmade/text

M HZ A3 5,27374(24.11. 71%)

AL
DB H& 4t

Federal Register of Legislation &%

Helpand resources | Register for My Account | Sign into My Acoount

Y — Federal Register of Legislation

Constitution Acts Legislative instruments Notifiable instruments Gazeltes Administrative Arrangements Prerogative instruments Morfolk Island

Explore the Federal Register of Legislation
Search Browse e

Al L Inforce J \ Mo fonger in force J

Search for Searchin Searchusing

on Act 2003 Name and text . Contains phrase '

Filter by collection

Act Gazette Legislative instrument Notifiable instrument

A&mﬁm




‘AM2HSearch for)’ 0 ‘Therapeutic Goods (Permissible Ingredients)

e

Determination (No.3) 2024’

S ‘Search’ 22

:‘%L Awmstrallan Governament

Federal Register of Legislation

Explore the Federal Register of Legislation

Search in Search using

. Contains phrase

nation (Mo 3) 2024 Nams and text

ifiable instrument

2]

2™ OfHZELRZ Olzol] olid =AM 2=

-

ative Arrangements Preroga istrume Jar
Type: All Status: A
Cotiection: Al Date: Effective Latest
Portfolios: All
Search for Search in Search using
herapeutic Goods (Permissible Ingredients) Determination (No.3) 2{ Name and text . Contains phrase ' § m
Filters
Type > Status () » Collections (Al »
Year/Number (2] > Date (Effective Latest) » Portfolio (4 >
Sortby | Relevance n
Mame Effective date Collection Details
Ther, ¢ Goods (Perrnissible ingredients) Determination (Ne. 3) 2024 f05/
herapeits l;-’\.)(j ermissible ingredients) Determination (Mo, 3) 20 23/09/2024 perciis Y
F2024L01196 Registered: 23/0%/2024

1zal

u Pagesize | 100 '
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View document | Legisiative instrument

Schedule 1—Specified pe

# « ¢ » » T O @ % o
. ingredients wheny .o grceng m
B Volume1 Mowe:  Seevecuons S and &
s Hiiie € -Provots >
G ible in and —
2 Commencerment Column  Cobumn 2 Column  Colamn £
3 Authority 1 3
4 Imerpretation Mem  DmgrediewtName 0 Purpese wirements
3 2835 KADSURA DOCCINEA AH
5 Permissible ingredients 2836 KAEMPFERIA GALANGA, AH
+ 2857 KALMIA LATIFOLLA AH Beta-arbutin is a mandatory
componest of Kalmis katifolia
When for oral use, the maxisum
recommmandsd dadly dose muat not
= prowade more than 500 m of beta-
Therapeutic Goods (Permissible buin
Ingredients) Determination (No. 3) 20241, When for dermal
Avinash Clarks, a5 delegate of the Minkier exclusively to the face:

5 1) the cancentration of beta-arbutin
for Health and Aged Care, make the T thi tnekdng pas ek b pnot
following determination Dated 19 thean TH;

Seprember 2024 Avinash Clarke Assistan: e ————
Secretary Complernenary and Cver the compoocat, aad

c o ch Heal €} the concentration of by

Courter Medicines Branch Heath Products il oy bty s e
Reguiation Group Deparment of Haatth 10 mg/L. or 0.001%.
and Aged Care Contents TOC o "1-9° 1 ‘When for use other than oral or
Name PAGEREF Toc1131128\h22 dhermal application exchasively to the
Commencement PAGEREF _Toc11817129 Bt e coniantat nf:e:”_ be

oHEL £ o] ©7{ s}O

2

nstitution Natifiable nstrumeants Gazettes Administrative Arrangemant Narfol

View document

Legislative instrument

# « ¢ > » Y -]
B Volume1
1 Name

2 Commencement

ty

4 Interpretation
5 Permissible ingredients

& Requererments in rélalion 1o parmissible
ingredients besng contamed in medicing

T Repaals

Therapeutic Goods (Permissible
Ingredients) Detenranation (Mo, 2) 20241,
Avinash Clarke, as delegate of the Minister
for Healih and Aged Care, make ihe.
foliowing determination. Dated 19
September 2024 Avinash Clarke Assistant
Secretary Complementary and Over the
Counter Medicines Branch Health Products
Regulation Group Department of Health
and Aged Care Contents TOC o *1-0° 1
hame PAGEREF _Toc11317128\h2 2
Commencement PAGEREF _Too11317129

000 000000600

korean ginseng

2884 KIDNEY BEAN -

2865 KIRSCH E Permitted for use onky
combinstion with other permatted
ingredients ag a flavour
If used in a flavour the total flavour
concentration in 1 medicine st be
no more than $%.

2866 KIW1 FRUIT E

AH

2868 KOREAN ROOT DRY AH | |

2865 KOREAN GINSENG ROOT POWDER AH

2870 KRAMERIA IXINE AH

2871 KRAMERIA LAPPACEA AH

274 KUNZEA AMBIGUA A Ondy for ase when the plant
preparation i sssential cil
Only for wee when the rouse of
sdmindstration is topical ar
nhalaton
When the dosage form is sstential
oil, o restricted flow insent st be
fiteed on the container and te
maedicine requises the fallowing
waming statements on the medicine
label:




2 Mis gl

AlO
~=

HU

ol

Z2(HS) Y=Y 2L 27 59 ME HZsiT QO PDF, Word
CHRZEE Ths

TGA eBusiness Services= ZH{st &= HIO[EH|O[AS 7[HIOZ MAE
HHEE MEold! U= Ao Biol, 2 ==0A= SMAYZ0| oot Hs FEE

HIWX 7HHS| HSotd UAS

r

|

(= oA =H: Ql&(Korean Ginseng)

Maotifiable instrumenis Gazettes Administrative Arrangements Prerogative instrumants Marfolk island

Constitition Acts Legisiative Instruments

TP r— 000 000000600

B voume1 L korean ginseng m
1 Name < Previous Mext ¥
2 Commencement 2864 KIDNEY BEAN _
2863 KIRECH E Permitted for use ondy in

combisation vwith other permitved
usgredients as a favour

4l sretation

Ao 1f used in a Ravoar the ol favour
5 Permissible i concentration in 3 medicine must be

> sneme than ¥

9 nge e 2865 | KIWIFRUIT e | I
7 Repeals &w Al
e R 2868 xom»fcmmeo ROOT DEY AH | |
Ingredionts) Detenrinaton (No, 2) 20241 I BOREME D RO RONTER LA
AU__ s I:e‘ de R 2870 KRAMERLA IXINE AH
s S e T o e Laoma

A : g il 2872 KUNZEA AMBIGUA A Ondy for use whea the plat
following determination. Dated 19 preparation & essential ol
September 2074 Avnash Clarke Assistant Oy for use when the route of
Secretary Complenentary and Over the zh:::::mm 18 topical or
Counter Medicings Branch Heaith Froduct : "

o n1.er. edicines Branch Health Products Wi i o o akadail
Regulation Growp Department of Health i), a enatricteed flow ingest st ba
and Aged Cars Contants TOC Ao 14" 1 m wﬁwmmﬂﬂ:ﬁ;}ﬂ&\h‘

SERER 297 7 ciee requines 1

hiame PAGEREF TocT1317128\h2 2 Setniiug Mathaeats ga the eine
Conmencanent PAGEREF _Toc1 1317129 label:

@ == 2868
@ {¥=H: Korean ginseng root dry
® &%(purpose): A, H

* A(active ingredient): 4¥=

E(excipient): SR|(, &, = MYE HSoks 8 &

ol
=

o o
Hu

o
H(homeopathic preparation ingredient): SZH ||
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2o SPFEHE MEIIEFZ(FSANZ)
DBLEE AE 48 &3 HOo[EH0lA MS
s xA https://www.foodstandards.gov.au/science—data/monitorin

gnutrients/afcd

HE HZ HE  1,6167429 AE gl 256719 FUME HEH(24.11. 7|F)

| ‘Australian Food Composition Database’ &<

subscriptions Publications Careers About us Contact us o

Food recalls Business guidance Consumer information Science and data Food Standards Code

Home » Scenceand data  *  Australian Food Cemposition Database

Australian Food
Composition Database

The Australian Food Composition Database (AFCD) gives
information on the nutrients in a wide range of foods
available in Australia, from seafood to cereals.



https://www.foodstandards.gov.au/science-data/monitoringnutrients/afcd

3tH SFHQ| ‘Searchable database’ 22

Australian Food
Composition Database

The Australian Food Composition Database (AFCD) gives
information on the nutrients in a wide range of foods
available in Australia, from seafood to cereals.

Searchable database Downloadable files

Welcome to the Australian Feod Composition Database Download files to load into databases, or to view in
(AFCD, previously known as NUTTAB). Search the AFCD for Microsoft Excel.

information about a food or nutrient.

The AFCD contains nutrient data for 1,616 foods available in ‘i‘l

Australia and up to 256 nutrients per food.

Q

HI

E2(Food), el #(Alphabetical list), AlZ(Food group), FYH
!

(Nutrient) & ZiAf die MEH

Australian Food Composition Database - Release 2.0

Search by:

n Aprapetcal s Fooa group Nusent

Alcohalic beverages, Besrs

FOONS94 Baar, full stranglh {alcohal 4-2 9% viv)

Bear, lull sirength {alcahal 4.4 9% wiv), carbohydrate modiSed

E R Tag: Low carb besr

FOO0996 Boer, high aleshal (5% viv & above)
Beer, light {alcohol 1-2 5% wiv)

FCg10es Tag: Light baer

Fo01006 Boer, mid-strength (alcohol 3-3.9% viv)

Alcohalic bevorages: Cider and pommy

FON2955 Ciber, apyple (slcobol approdmately 4-6% viv)

Alcoholic beveragas. Spirits

FOO0050 Alccholic baverage, spirt, approximately 30% wiv. all (Brandy. Gin, Rum, Vodka and Whisky). cooked

FOO0051 Alcohelic beverage, spifit, approximately 40% viv. all (Brandy, Gin, Rum, Vodka and Whisky)

Alcohalic bavarages: Wines

FOOG566 Wina, fortflad, port

FOOS56T Wina, fartified, sherry, dry style (approximately 1% sugars)
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Australian Food Composition Database - Release 2.0
@

Search by:

Food Alphatetical st Food group Nutrient

| nutrignts.

Proyimates are nurients that cantribute energy to a food o beverage.

Enargy contant has bean calculated by adding the contrbution to anergy from aach of protain, avalable carbabydrate, fat, alcahol, sugar alcohols and arganic acids,
according fo the ‘oﬂowr‘g w-aion Enww {kJd) = protein (g)"17 + sugars ()" 16 + other avallabla carbohydrate (ﬂaxcn + dextrin + maltodoxiria + raflinose + stachyoase +
other undiff gl 17 + fa1 {g)* 37 + alcohal (g)"2% + sorbiol lgly )16+ inic acids (g)*10 + i

acids (g)"15}

Energy. without

dietary fibre
Naite that the energy faclars used in this egquation are nol consistent with those specified lor the calculation of energy in Standard 1.2 8 - Nulrition |ndormation
Requirements of the Austraia New Zealsnd Food Standards Code. Energy is expressed in kilojoules (k) where one Kilocalorie is equal to approximately 4.2 Kiljoules

Energy content has been calculated by adding the conbribulion to energy from each of protein, avadable carbohydrate, fal, delary fibre, alcohol, sugar alcohols and
organic acids, according to the following equation: Energy (kJ) = protein (g)*17 + sugars {g)* 16 + other available carbohydrate (starch + dexirin + maitodextrin + rafinose

. - i -
Enargy, inchiding + sladrfnse + other undifferentiated oligosaccharidaes + giycogen) (g 17 + fat (g)*37 + distary fikre (g)°8 = alcohol (g)"28 + sorbito¥mannitelglyceral (g)*16 +

i ic acids
dictary fibre acids (g)"10 + ()15}
Nota that the energy factors uzed in this equstion are net consistent with those specified for the calculation of enargy In Standard 1.2.8 — Nutriion Information
Requirements of the Australia New Zealand Food Standards Code Energy is expressed in kilojoules (kJ) where one klocalode is equal to approximately 4.2 kilojoules.
Moisture Muisture content has been determined by drying foods to achiave constant weight
Protai Protein content has bean by iplying the nitregen content of a food by the nitrogen-to-protein conversion fector, which differs depending on the
(T food.
Nirsaen Tha nitrogen content of a food is used lo calculate the protein content of that same food, using piate ion faclors &
o Southgote, 2003 and USDA 2010} Nirogen has gensrally besn dstearined by the Kiekdhal nvapen technique.

oA 2 =2l

Australian Food Composition Database - Release 2.0

Search by:

Alphabetical list Food group

Nutrient Definition

Vitamins

Vitamins are organic compounds that are needed in the diet in small amounts_

nutrients

Also called ascorbic acid. In this database, vitamin C refers to the two related compounds that have vitamin C activity: ascorbic acid and dehydroascorbic acid. In
Vitamin C analyses from approximately 1990 enwards, vitamin C has been determined using HPLC, whereas in studies from the 1980s, a microfluerimetric method may have been
used. Both types of techniques measure both L-Ascorbic acid and dehydroascorbic acid, both of which have vitamin C activity.

Showing 1 to 1 of 1 nutrients (filtered from 253 tetal nuirients)
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Australian Food Composition Database - Release 2.0

Search by:

ke S “
Fiter:  ascortic acid Show|50 v |nutrents
. L

Vilaming are organic compounds thal are needed in the dist in small amounls

Alse calied ascorbic acid. In this databasa, vitamin C refers to the two related compounds that have vitamin C activity: ascorbic acid and dehydroascorbic acid. in
Vitamin C analyses from approximately 1990 onwards, vitamin C has boan determined using HPLC, whereas In studies from the 19805, a microfuardmetric methad may have bean
usad. Both types of iechniques measurs both L-Ascorbic ackd and debydroascorbic acid, both of which have vitamin C acthvity

Sy P T 2t s [ pies [ e |
O FYdE: HIED C
@ d9: HEtZIE AHOC= #'Efoil Qs }R7| 3E=0I

Ce OtAT28IM(Ascorbic acid)O|2t1lE SFH O] GO]EfH| 0] AN|A
HIEtDI C= HIEHZI C g2 7K T JHX &4d ofetEQl OtAT =R
CISI0|=E20tAT2RIAS OISttt of 1990 E Q] E40M= HPLC(18s

HX Z2O0tETIHO]) 0| AFBEAQH, 19808 SHF0M= DIMEE

SHHO| AIBEUS 4 YUCh F IHK 24 7|8 BF HIER C BYS I
Lol TEEA CISIS20ATRANE SERC
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Anka

Monascus anka, Monascus barkeri, Monascus pilosus, Monascus purpureus,
Monascus ruber
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DBY (Australia New Zealand Food Standards Code — Schedule 23
— Prohibited plants and fungi)

a7 SEREHE MEI|IZH(FSANZ)
DBUE ZX| A2 2 5H0| 5=
S 4 https://www.legislation.gov.au/F2015L00435/latest/text
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Federal Register of Legislation &%

Helpand resources | Regis! or My Account | Sign in 1o My Acocunt

T — Federal Register of Legislation

Constitution Acts Legislative instruments Notifiable instruments Gazettes Administrative Arrangements Prefogative instruments Morfalk Island

Explore the Federal Register of Legislation
Search Browse e

Al L Inforce J | Mo fonger in force J

Search for Searchin Searchusing

xample: Legisiation Act 2003 Name and text - Contains phrase ‘

Filter by collection

Act Gazette Legislative instrument Notifiable instrument
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@ Search for Searchin Search using

AMz2t(Search for)¥| ‘Australia New Zealand Food Standards Code -

Schedule 23 - Prohibited plants and fungi’ &= & Search 2

Explore the Federal Register of Legislation

Search Browse e
“ S Foloner e

Australia New Zealand Food Standards ~ Code - Schedule 23 — Prohibited plants an | Name and text ' Contains phrase .

Fifter by coflection

Act Gazetie Legslafive instrument Notifiable instrument

@ Awtrakian Govermanent Federal Register of Legislation

Name Effective date Coflection  Detais




ol

Constitution

View document | Legislative instrument

Australl W land Food S3i I¢ =
Il — Prohil plants and funqi -

Administr

Physostigma ver

Hydrastis canadeny

Hydnocaipss anthel

Hyphoioma fasciculane Suiphur tuft

Hex squidium Haily, Engitsh hoity

Inccybe spp, Fungi

Iponioea burmannl Morrung glory

Ipomosa hedaraces Morming glary

Ipomona ncofor {see fpomona wiolaced)

Ipomosa vioksces Homing glory

dunparus sabing of Saveof

Kalmea labicka Calico bush, Mountamn Laurel, vy Bush
Labumum anagyroides Laburmum, Golden chain, Gokden rain, Bean ree
Lantana camara Lantana

Laurets novs zefandiee Pukates

Leprots morgan Fungus

Lithospenmun spp

Lobela inflata Indian tobacos, Lobeka

Lophophors spp Peyote

Lycium feroessimum Baxihom, Aincan bexihom

Mahonia aguifolum Oregon grape or Mountain grape root or its extract
Mandragora oficinanim European mandrake

View document Legislative instrument

®# « <« » » T O 8

Ausiralia New Zealand Food Standards Code -
Schedule 23 - Prohibed plants and fungi -
Legisiative Instrument Compilation]

000 00000600
e ]

Omphaiotus spp.
Opuntia cyfingrica
Panseclus spp
Papaver beacteatun

Papaver somnderum (ofher than seods) Oipium popoy

Pausinystalia yohmbe (ses Coryanthe yohimbe)

Peganum harmids Wiid rue

Prtastes spp Buttertur

Peumus boldus Boldo

{see Miscum

Fhoradendron lomeniosum (see Viscum favescens)
W_Jﬁ]

Phytolacca decandra

[Phytolacca amevicana (see Phiytolacca decandra)

Fyfolacea cclandra inkweed, Red ink plant, Dyeterry

Puscarpus spp

Piptaden: Cabil coorado, Cura pag
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'(I)% GIA] f|EYH: OZAE|JD0KPhysostigma venenosum)

L

Ausiralia New Zealand Food Standards Code -

ent Leqgislative instrument '

tents Q
» T @ 8

«

Sch ted plants and fungl - Panssclus spp

[Legisiative Instrument Compilation] Papaver beactestur
Papaver somniferum {ofher fhan soods) Opram popgy
Pausinystalia yohmbe (see Coryanthe yohimbe}
Peganum harmids Wiid rue
Potastes spp Buttertur
Peumus bokdus Boldo

Fhoradendron favascens (see Viscum favescens)

‘Viscum

Phoradendron lomentosum (see Viscum Savescens] ®

@ [Prysastigms venenosum Calabar bean, Ordeal bean
FPhytolacea decandra Red pokeweed, Pole ol
Phytolacca americana (see Phytalaccs decandra)
Phyfolacca octandr inkweed, Red ink plant, Dyeberry
Peocarpus spp
Piptade ebd colorado, Cara pag

< Prevoss | Netl 3

ZHAl: OXAE|J0KPhysostigma venenosum)
QUHtHAI: Zt2HIZ(Calabar bean), ATF=Z(Ordeal bean)
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(Australia New Zealand Food Standards Code — Schedule 24
- Restricted plants and fungi)

SFEREUE AMEIIEFE(FSANZ)

Azt A2 o BLO|

https://www.legislation.gov.au/F2015L00438/latest/text

18721(024.11. 7|1%)
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Helpand resources | Regist Ascount. | Sign into My Acoount

2 Australinn Government

Federal Register of Legislation

Constitution Acts Legislative instruments Notifiable instraments Gazettes Administrative Arrangements Prerogative instruments Morfolk [stand

Explore the Federal Register of Legislation
Search Browse

Al L Inforce J ‘

Searchin

Mo fonger in force J

Search for Searchusing

' Contains phrase '

sxample: Legisiation Act 2003 Name and text

Filter by collection

Act Gazette Legislative instrument

Notifiable instrument
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‘AMekSearch for) 0] ‘Australia New Zealand Food Standards Code

Schedule 24— Restricted plants and fungi’ ¥ & ‘Search’ 29

By — Federal Register of Legislation

Acts Administ rrangements Norfolk Island
Explore the Federal Register of Legislation
Search Browse e
In force NO I n force
@ Search for Search in Search using
Australia New Zealand Food Standards Code - Schedule 24 - Restricted plants at Name and text = Contains phrase =

Filtar by collection

Notifiable instrument

Act

Gazette Legislative instrument
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Constitution Acts Legislative instruments Notifiable instruments G Administrative Arrangements

Australia New Zealand Food Standards Code - Schedule 24~ — Resit Name and text - Contains phrase - J
Filters
Type (Al > Status (al) > Collections (A1) >
Year/Number (4} » Date (Effective Latest Portfolio (& »
Sortby | Relevance B

Name

Effective date

Collection Delails

Australia New Zealand Food Standards Code — Schedule 24 — Restricted plants and fungi

13/04/2017
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View document | Legislative instrument !

Schedule 24 Restrig

Note1  Thisinstrument & a standard under the Fol

h within

# « ¢ » » ¥ O @

Australia New Zealand Food Standards Code — Code. See also section 1.1.1—3.

Blestricted plants and fung are regulated
fungus in seckon 1.13—3

Note 2 i apply

Schedule 24 — Resincted plants and fungi -
[Legisiative Instrument Compilation]

s24—1 HMama
This Standard i1s Austraha New Zealand Food Standards Code — Schedule 24 — Resincted plants and fungi.
Mote  Commencement

This Standand 1 March 2015, s
ofthe Food N Jand Act 1991 {Cth)

date i nsfices m Ihe Gazelie and e New Zeskend Gazeie

$24—2 Restricted plants and fungi
For paragraph (a} of the definition of restricted pfant or fungus m section 1.1.2—3, the plants and fung: are

Rastricted plants and fungs

Species name Common name Natural foxicant
Artemisia absinthium Common wommwood Thujone, santonin
Astemisia cina Berg Levant womseed Thujone, sanionin
Artemisia maribma Levant wormseed Thujone, sanionin
Artemisia volgarts Mugwort Thugone, santonin
Chrysanthemum balsamita Costmary Thujone:
Chryzanthermum parthernum (see

Tanacetum parttenum)

Cinchons wp Canchona e

Administrative ements Prerogath

nstruments Morfolk Island

View document  Legislative instrument -

Fhesiictud plants and fungl are mguiated r -
fumgus in secsion 1123

# « <« » » T =] Wote?  The pravisions of tha Code that apply in N

Aust Zealand Food Standards Code = 824—1 Name
Schedule 24 - Restricted plants and fung - This Standard is Austral L F
[Legisiative Instnument Compdation]

Note  Commencement

MBS T, 3w me 1 TIOBER I T CARDENE BN NG W LOMSND UATINS
undes secsion 32 of the Food Standasts Australia New Zealand Act 1991 (Cth) See alss section 93 of that Act

524—2 Restricted plants and fungi
For paragraph (a) of the definiton of restricted plant or fungus in secticn 1.1.2—3, the plants and fung: ane:

Restricted plants and fungl

Species name Commaon name MNatural toxicant
Arfemizia absinthum Commen wormwacd Thugone, santanin
Artemisia cing Barg Levant wormseed Thegone, sancanin
Artemisia mantima Levant wormseed Sanonin
Asterm Thugone, santanin | |
Chrysantherum balsamis T
Chrysantherum pavthenium (see
Tanaceium parthenim)
Cinchona spp, Cinchona Cinine
Cinmamomum camphara Camphos tres oil Sadrols, coumarin

oil Sadrole, coumatin
Hedaoma pulegioides ol Ameracan pennyroysl Pulegone

White snakeroo! oil

Hypencim perforstim St Jahn's wan Hypercne
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oid =0 tiet ST, YUEY, Ni=L FES MSotal AW PDF,

B on m2m: 2(Mugwort)

Constitution

nstruments

Legislative

Administrative gemants Prerogative instruments Morfolk Island

View document Legislative instrument - o o o ° ° ° ° ° ° ° o
-, > -

®# « < » » T -] Note?  The provisions of tha Code fhat apply in No m

urs Next 3

Austratia New Zealand Food Standards Code = $24—1 Name
Schedule 24 - Restricted plants and fung -

This Standard is Austral <
[Legislative Instrument Compation]

Note  Commencement

This T B 2T IO OE I T LA NG I T LOINT LSRN

undee sacsion 53 of the Food Standards Auairalis New Zealand Act 1991 (Cth) Soe aise section 53 of that Act
8242 Restricted plants and fungi

For paragraph (a) of the definition of restricted plant or fungus in section 1.1 2—3, the plants and fungi ane:
@ Restricted plants and fungl
Species name Common name Matural toxieant
Artemisia shsnthium Camenen womwood Thugone, santanin
Arfemesia cna Berg Levant wormseed Thugone. santanin
Afemisia mantima Levant wormseed santanin
Artemizia Thugone, santanin | |
Chrysanthemun baksamits Caostmary |I»qu~T
Chrysanthemum pavthenum (see
Tanacatum pasthaniin)
Cinchona spp, Cinchona Cinine
Cinnamomum camphora Camphor tree oil Safrole, coumarin
oil Sadrole, coumatin
Hedsoma pulepioides oll American pennyroysl Pulegone
White snakeroot oil

Hypencum perforsium St Jahi's worl Hypertine

® ZTY: OL2EDIMO B712IA
@ Yumy: &
® RHSL EE, MEU
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Food Safety and Standards Authority of India &%

FEE Scraen Roosar Accsss Ty Tr 3}:1 oA
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2 ‘Product standards’ ¢

-
M Food Law Busingssn

# i Toeting incpoctions. Infomafioeal Co-oporaicn Cifins. Siokes Biogs - About L

sl P wact Bovel Food) Regutations, 2014, mkoed 7.1 M)
& Food Safety wnd Stand e Bvermges] g it
7. Feed Satety and 5t o o Faoo Fongubar

For nil neveSant infrmation about m food product at singls glance, Heass 3ee IFSQA

=2 % Food Safety and Standards(Contaminants, Toxins and Residues)
Regulations, 2011 2=

Product Standards

Thi Auihoe ity fars notiled loliowing Teges

covaiing qusiy and salety pasumisens of vanous food products
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SQI(HAO|E F7t BIHSH ofF oY LR22E

MOEETHYOF HEAL THANDEAMILY WELEARE
(Fosoel Safoty a2 Stamdards Autheriny of Tedia)
Metiliation

Mew Dela, daed the 17 Aupea, 2011
FiMo. 2-1500 5300 3000 Wheacas i eX6qc e pfﬂwpqu'tm eoaltreed Loy e (1) oF vl witode [ 2h sedize 82 dead wath
st 20 of Food Safery and Standasds Acr, 2006 (34 of 20068) the Foed Safeoy and Sundaeds Aoty of India proposes
b make Food Safety and Standards Regulahons m so far as they refates to Food Safedy and Standands (Contaminacss.
Tew=s se2d Bendies} Regubateeas, 2011, 5l

Whereas thewe draft Regulahons wore published in consalidated form a8 pages | %0 776 1 ghe Gaaetie of India
Extairdzty Past 111 - Section 4 dated 20% Ceiober 20010 ewinesg objections and sugpesteas fom al pericas likelv 1o be
affected therey before the expiry of the period of thiry dans frons the dase on which the copies of the Garsite contaming
e said nondicacen were made available or the publec;

Andwhereas the copues of the Gazesie were mads availabile fo the public cothe 217 Ociober 2010

And whereat slpeeheny and seggeshens secoived from the stakehelder: vathun the wpeaaficd persed om the sand
draft Repvlagon: have Been convidesed and fmalized by the Food Safety and Stasdards Avthoarty of India
How therelise, e Food Safrey and Stunlizds Autinty of [ heveby make the Bllowmg Regulinens, suaicly.-

FOODSAFETY ANTF STANDARDS [(OONTANTNANTS, TOXINGAND RESIDUES ) REGULATIONS, 2011

CEAPTER
G

L1 Sheetmile sead commeptrmesi-
1.1.1: These regulansas sy be ealled e Faod Safery sod Susdundi (Cestimeniar, sam il Resalues)
Regulations. 2001,
1.1 2: Theie segalirssen shall coaie ima Toree on of sder 5% Augusr, 2011
1.2: D Fviticns-
1.2.1; Inuhede e palifaeon waless the Comlenr GIREMine fequiet

1 "Crep contaminad” means any sobdnince oo isenonally addsd ro food. burwhich geis added v amicles
of food in the process of their production (inclading cpennoas camied cur in caop husbandry, animal hnbandiy
and vetenimary medicine), panufborae. procesny. prepan ok treximent packing. packaging tanspost of holding
afmblos af sch food 35 2 seiolt af cmenmental contismitin

CEHAPTER 2
ConTasiniars, ToodisAod REsrms,
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Wame of the
metal

contaminants

Aricle of food

Parts per Million
by weight

m

@

(3)

1.Lead

(i} Beverages.

Concentrated seft dnnks (but not wcloding conceatrates used w the
manufacture of soft drinks)

Frust and vegetable juice (incloding tomato juice, but not including
lamee jusce and lemon jusce}

Concentrates used i the manuficrure of soft druks, ke juice and
lemon juice

(i) Baking powder

(i) Edible oils and fats

(1c} Infanr Milk substirre and Infanr  foods

(i) Tusrmene whole and powder

(1) Other foods

Anliydsous dextrose and dextrose mouoliydsate, edible oils & fats, refined

whate sugar ash content ing 0.03 per cent)
Tee-cream, iced lollies and sumilar frozen confections

Canned fish, canned meats, edible gelann, meat extracts and hydrolysed
protemn, drsed or delydrated vegetables (other than anons)

All types of sugar, sugar synip, invent sugar and direct consumption
coloured sugars with sulphated ash content excesdmg 10 per cent

Raw sugars except those sold for direct consumption or used for
manufacturing purpose other than the manufacrure of refined sugar.

Edible molasses, caramel liguid and solid glucose and starch conversion
products with a sulphated ash content excesding 1.0 per cent
Cocoa powder

Yeast and yeast products

Tea, delydrated omons, dried herbs and spices flavounmgs, alginic acid.
ahignates, agar, carrageen and sirmlar products derived from seaweed
Ligmud pectin, chemicals not atherwise specified, used as mgredients or m
the preparation of processing of food

50

5.0 00 the dry fat
free substance
5.0 on the dry
Matter
10,0 on the dry

100




© 82 Hs

A s = | | = = s |
F4OYSH HBHSE, SA2 QUSY U MY 54 HISE 5 HRSH
Hetsk, gh 22 5= s
22 = + 7181 Xx| 21 =gof
= Al H=F: 22 MY A =Y
Name of the Article of food Parts per Million
metal by weight
contaminants
(6)] @ (3)
1.Lead (1) Beverages:;
Concentrated soft drinks (but not including concentrates used n the 05
manufacture of soft drinks)
Fruit and vegetable juice (including tomato juice. but not mmcluding 1.0
lime juice and lemon juice)
Concentrates used mn the manufacture of soft drinks, lime juice and 20
lemon juice
(1a) Baking powder 10
(ib) Edible o1ls and fats 05
: : ; : {Jof oo 0o
(1d) Turmernic whole and powder 100
® 359YSY: o
@ ME: PE HH Y 2Y
® si8&: 10.0 (ppm)
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Ingredient Summary

| Ingredient Name
Ingredient D

ascorbic acid

Catedqory
Synonyms

[CAS Number

[50-81.7

Witamin C
l-Ascorbic acid
Ascorbic acid anhydrous

Availability

| Available Tor Use as an Active Ingredient in: Biologicals, Export Only, Listed

Medicines, Over the Counter, Prescription Medicines
Mot available as a Homeeopathic Ingredient in Listed Medicines

Available for use as an Excipient Ingredient in: Biologicals, Devices, Export
Only, Listed Medicines, Over the Counter, Prescription Medicines

Hvailable for use as an Equivalent Ingredient in: Export Only, Listed
Medicines, Prescription Medicines

Plzasa note: Only the name and definlion of a substance have been reviewed Lo
alffow i to be included in the ingredient repasitory. The approval for use of the
gredient in therapeulic goads §s a decision made by the refevant TGA requlslory
arza. This approval process may require submission of further information, for
axample safaty data for the ingradient ar for the fnished goods. to meat lagistative
and reguiatory reguiremants.

Additiohal Information |

Naming Reference

Reference
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| 20081 186 No |

Restrictions

Restricti
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About us -

First certification of a veterinary vaccine platform technology master file

A new tool torespond rapidly to emerging animal and public health threats
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‘Human regulatory’ 221 & ‘Herbal products’ &
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PR Overview

Research and development
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‘EU monographs and list entries’ 22

Herbal medicinal products

The Committee on Herbal Medicinal Products (HMPC) issues scientific opinions on herbal substances and
Page contents preparations, along with information on recommended uses and safe conditions, on behalf of the
European Medicines Agency (EMA). This gives companies and national competent authorities a clear
reference point when preparing or assessing an application for marketing authorisation or registration
of herbal medicinal products in European Union (EU) Member States.

In this section

Bringing herbal medicinal products
to market within the EU

Establishing EU standards for In thls SeCtlon

national procedures

Bringing herbal medicinal products to market within the EU

Legal framework
« Scientific guidelines
Related content « Regulatory and scientific support

« Questions and answers
Related EU legislation

Establishing EU standards for national procedures

EU monographs and list entries

External links

stablishment (including calls for scientific data and public consultations)

Bringing herbal medicinal products to market within the

=)

Companies seeking to bring herbal medicinal products to the market in EU Member States should follow the national

3tH =7t9| ‘Herbal: European Union herbal monographs’ 22

When EMA publishes an HMPC opinion, this includes the monograph, the supporting assessment report and divergent
positions of individual HMPC members if the monograph was not adopted by consensus (see article 7 of the HMPC
O [§ HMPC rules of procedure).

For more information on the use of EU monographs in procedures for placing a herbal medicinal product on the
market in a particular Member State, refer to the relevant national competent authority.

Finding EU herbal monographs

« To view all EU herbal m, for
herbal substance, go tq Herbal: European Union herbal monographs.

| monographs and supporting documents by

European Union list entries

To complement traditional-use monographs on herbal substances, the HMPC gradually develops the European Union
list (formerly known as Community list) through 'list entries'.

Unlike EU herbal monographs, EU list entries are legally binding on applicants and national competent authorities in
the Member States.

Draft list entries are developed by the HMPC, but the final list entries are adopted and published by the
European Commission.
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Search results (14)
European Union list entry @

Remove all filters @ Herbal@

Vitis viniferas folium - herbal medicinal product

Grapevine Leaf, Wiis winifera L.
£ ongoing call for scientific data

Last updated: 2 April 2024
Calendulae flos - herbal medicinal product
Calendula Flower, Calendula officinaliz L.
C: ongalng call for scientific data

Last updated: 4 March 2024

Herbal

Herbal product
Foeniculi dulcis fructus - herbal medicinal product

Sweet Fennel, Foeniculum vulgare Miller sulvsp. vuigare var. dulce (Mill.) Batt. & Trab.

F: Assassment finalised

Last updated: 1 March 2024

Herbal product I-_Iu_s_)_'u_'u_'l_) I:__l-_lelrhr'!lj
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Key facts
@ Latin name Vitis viniferae folium
@ English common name Grapevine Leaf
@ Botanical name Vitis vinifera L.
@ Therapeutic area Circulatory disorders
@ Status C: ongoing call for scientific data
@ Date added to the inventory 01/11/2007
@ Date added to priority list 01/11/2008
Outcome of European . European Um:on f?erbal monograph
assessment « European Union list entry
@ Additional information « Date of adoption of Community list entry by HMPC: 15/07/2010
« Commission decisions on Community list entries of
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Canada.c

The official wel

Most requested
Signinte an account

[Eind a job

Jobs
Find a job, wrainkng, hiring programs, waork
permits, Social [nsuranes Mumbes (SIM)

Starting a business. permits, copyright,
business suppeart, selling to government

Health
Fadd, nutritian, diteases, vacsines, drugs,
product safety and recs

Gouvemnement

ernment of C

Immigration and citizenship
Wisit, werk, study, immigrate, refugees,
permanant residents, apply, chaek status

EL family and sickness leawe, pensions,
housing, student ald, disabilities

Environment and natural resources
Weather, elimate, sgriculture, wildlife,
pollution, consarvatian, fisheries

Search Canada.ca

G pasert

Travel and tourism
In Camada or abroad, advice, adviscries,
paLsporns, visit Canada, events, attractions

Taxes
Incame tax, payrell, GST/HST, contribution
limits, b credits, charitles

Meoney and finances
Personal fi e, eredit reparts, fraud
pratection, paying for education

‘Food Additives’ A

Govermment

of Canada du Canada

Canada.ca

Gouvernement

The official website of the Government of Canada

food additives

Most requested

Signin to an account Empl t Insurance and leave Public pensions (CPP and QAS) Get apassport
Find ajob Visit Canada Get a work permit

Jobs Ilmmigration and citizenship Travel and tourism

Find a job, training, hiring programs, work
permits, Social Insurance Number (SIN)

Business and industry
Starting a business, permits, copyright,
business support, selling to government

Health
Food, nutrition, diseases, vaccines, drugs,
product safety and recalls

Visit, work, study, immigrate, refugees,
permanant residents, apply, check status

Benefits
EI tamily and sickness leave, pensions,
housing, student aid, disabilities

Environment and natural resources
Weather, climate, agriculture, wildlife,
pollution, conservation, fisheries

In Canada or abroad, advice, advisories,

passports, visit Canada, events, attractions

Taxes

Income tax, payroll, GST/HST, centribution

limits, tax credits, charities

Maney and finances
Personal finance, credit reports, fraud
protection, paying for education
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‘Food Additives’ 2!

Search results

food additives n

Don‘'tinclude personal information (telephone, email, SIN, financial, medical, or work details).

55,888 search results for "food additives"

Food Additives

Health Canada
https://www.canada.ca/en/health-canada/services/food-nutrition/food-safety/food-additives.html

Dec 14, 2016 - ... and their regulation in Canada. What is a food additive? How are food additives requlated? Food
colour labelling Specific Topics on Food Additives In this section ... food ingredients such as salt, sugar, starch; ... Food
additives must be of suitable quality, must be effective for their intended purpose, and, when used according to the ...

‘Lists of Permitted Food Additives’ Z&l

Erangais
I * Government  Gouvernement
of Canada du Canada Search Canada.ca n
Canada.ca » Departments and agencies > Health Canada » Food and nutrition > Food Safety
Food Safety Food Additives
Chemical Contammants This section provides information on food additives and their regulation in Canada.
Food Additives What i food itive?
Caffeine in Foods How are food additives regulated?
Food colour labelling
ARCHIVED - Food ” - .
Additive Dictionary Specific Topics on Food Additives
Lists of Permitted Food In this section
Additives " o . . .
s Food Additive Submission Preparation - Abridged Guidance
Sugar Substitutes Lists of Permitted Food Additives
— = - 2 R - l . » 2R
ARCHIVED - Health o Transition Guide: Understanding and Using the Lists of Permitted Food Additives

Canada Requests
Information from
Industry on the Use of
Aluminum-Containing
Food Additives

Food Additive Dictionary
Policy for Differentiating Food Additives and Processing Aids

August 2016 - Results of the Consultation on the Food Directorate's Proposed Pre-
Market Submission Management Process for Food Additives, Infant Formulas and

ARCHIVED - Health Novel Foods
Canada Review of

: e (20716) The Food Directorate's Pre-Market Submission Management Process for Food
Dietary Exposure to
Aluminum Additives, Infant Formulas and Novel Foods
i FE » Priority Scheduling and Expedited Handling_of Submissions that have the Capacity to
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Lists

|1. List of Permitted Anticaking Agents |

2. List of Permitted Bleaching, Maturing_or Dough Conditioning Agents
3. List of Permitted Colouring Agents

4. List of Permitted Emulsifying, Gelling, Stabilizing_or Thickening Agents
5. List of Permitted Food Enzymes

6. List of Permitted Firming Agents

7. List of Permitted Glazing_or Polishing Agents

8. List of Permitted Food Additives with Other Accepted Uses
9. List of Permitted Sweeteners

10. List of Permitted pH Adjusting Agents, Acid-Reacting Materials and Water Correcting Agents
11. List of Permitted Preservatives

12. List of Permitted Sequestering Agents

13. List of Permitted Starch Modifying Agents

14. List of Permitted Yeast Foods
15. List of Permitted Carrier or Extraction Solvents

Archived Lists
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List of Permitted Anticaking Agents

Column 1 Column 2

Additive Permitted in or Upon Maximum Level of Use and Other Conditions
c.A1 Calcium Aluminum (1) (1)

Silicate Salt 1.0%, except in the case of fine grained salt 2.0%,

in accordance with the requirement of paragraph
8.17.001(1)(a)

) (2)

Garlic salt; Onion salt 2.0% in accordance with the requirements of
paragraphs B.07.020(b) and B.07.027(b)
respectively

(3) (3)
Unstandardized dry mixes Good Manufacturing Practice
st= L X7} B8 AE -
éi AEEE DEEE ‘%,g 21871 { =A
) (1)
e 1.0%, &, 04 R 439 42
- B.17.001(1)(a)2l 27ALS0 M2t 2.0%
28 9205 2
aj o ol- L]
C1 | “gzppole | otsaz omaz 5 83/ 020(b) ¥ B.07.027(b)2l QTAR0| 2}
(3)
e (3) -
Hx s3i2 GMP 7|&
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https://www.canada.ca/en/health-canada/services/food-nutrition/food-safety/food-additives/lists-permitted/2-bleaching-maturing-dough-conditioning-agents.html
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Search Canada.ca

Most requested
Signin tean sccount

[Find a job

Jobs
Find a job, wraining, hiring programs, waork
permirs, Social [nsurance MNumbes (SN}

Starting a bwsiness. permits, copyright,
business suppeart, selling te government

Health
Faod, fuatritian, ditease
product safely and recalls

. vaEeines, drugs,

Immigration and citizenship

Wisit, werk, study, immigrate, refugees,
permanant residents, apply, chaek status

El family and sickness leawe, pensions,
housimg, student ald, disabilities

Envirgnment and natural resources
Weather, elimate, sgriculture, wildlife,
pollution, consarvatian, fisheries

AR Pt

Trawvel and tourism
In Canada or abroad, advice, adviscries,
passporns, visit Canada, events, attractions

Taxes
Incame tax, payrell, GSTHST, contribution
limits, b credits, charitles

Meoney and finances
Personal finance, eredit reparts, fraud
pratection, paying for education

A0 ‘Food Additives’
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Gouvernement
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Government
of Canada

[ b |

Canada.ca

The official website of the Government of Canada
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Most requested

francais,

foud edditives

Signinto an account Employment Insurance and lzave Public pensions (CPE and OAS) Get o passport
Find ajob Visit Canada Get awork permit
lohs Immigration and citizenship Travel and tourism

Find a job, training, hiring programs, work
permits, Social Insurance Number (SIN)

Business and industry
Starting a business, permits, copyright,
business support, selling to government

Health
Food. nutrition. diseases. vaccines. drugs.
product safety and recalls

Visit, work, study, immigrate, refugees,
permanant residents, apply, check status

Benefits
El, family and sickness leave, pensions,
housing, student aid, disabilities

Environment and natural resources
Weather. climate. agriculturz. wildlife.
pollution, conservation, fisheries

In Canzda or abroad, advice, advisories,
passports, visit Canada, events, attractions

Taxes
Income tax, payroll, GST/HST, contribution
limits, tax credits, charities

Moncy and finances
Personal finance. credit reports. fraud
protection, paying for education




‘Food Additives’ 2!

Search results

food additives n

Don‘'tinclude personal information (telephone, email, SIN, financial, medical, or work details).

55,888 search results for "food additives"

Food Additives

Health Canada

https://www.canada.ca/en/health-canada/services/food-nutrition/food-safety/food-additives.html

Dec 14, 2016 - ... and their regulation in Canada. What is a food additive? How are food additives requlated? Food
colour labelling Specific Topics on Food Additives In this section ... food ingredients such as salt, sugar, starch; ... Food
additives must be of suitable quality, must be effective for their intended purpose, and, when used according to the ...

‘Lists of Permitted Food Additives’ Z&l

Frangais
I * Government  Gouvernement
of Canada du Canada Search Canada.ca n
Canada.ca » Departments and agencies > Health Canada » Food and nutrition > Food Safety
Food Safety Food Additives
Chemical Contammants This section provides information on food additives and their regulation in Canada.
Food Additives What i food additive?
Caffeine in Foods How are food additives regulated?
Food colour labelling
ARCHIVED - Food ” - .
Additive Dictionary Specific Topics on Food Additives
Lists of Permitted Food In this section
Additives " o . . .
s Food Additive Submission Preparation - Abridged Guidance
Sugar Substitutes Lists of Permitted Food Additives
— = - 2 R - l . » 2R
ARCHIVED - Health o Transition Guide: Understanding and Using the Lists of Permitted Food Additives

Canada Requests
Information from
Industry on the Use of
Aluminum-Containing
Food Additives

Food Additive Dictionary
Policy for Differentiating Food Additives and Processing Aids

August 2016 - Results of the Consultation on the Food Directorate's Proposed Pre-
Market Submission Management Process for Food Additives, Infant Formulas and

ARCHIVED - Health Novel Foods
Canada Review of

: e (20716) The Food Directorate's Pre-Market Submission Management Process for Food
Dietary Exposure to
Aluminum Additives, Infant Formulas and Novel Foods
i FE » Priority Scheduling and Expedited Handling_of Submissions that have the Capacity to
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Lists

List of Permitted Anticaking Agents
List of Permitted Bleaching, Maturing or Dough Conditioning Agents |
List of Permitted Colouring Agents

T
2
3
4. List of Permitted Emulsifying,_ Gelling, Stabilizing_ or Thickening Agents
5. List of Permitted Food Enzymes
6.
7
8.

List of Permitted Firming Agents

List of Permitted Glazing_or Polishing Agents
List of Permitted Food Additives with Other Accepted Uses
9. List of Permitted Sweeteners

11. List of Permitted Preservatives

12. List of Permitted Sequestering Agents

13. List of Permitted Starch Modifying Agents

14. List of Permitted Yeast Foods

15. List of Permitted Carrier or Extraction Solvents

Archived Lists

10. List of Permitted pH Adjusting Agents, Acid-Reacting Materials and Water Correcting Agents

® 82 Hs

SIRE ABIIIZ 22, 7} 518 ME, HUHRIIE ¥ X7

B o g=m: oME meaos

List of Permitted Bleaching, Maturing or Dough Conditioning Agents
Item Column 1 Column 2 Column 3
No. Additive Permitted in or Upon Maximum Level of Use and Other Conditions
A1 Acetone Peroxide (1) (1)
Bread; Flour; Whole wheat Good Manufacturing Practice
flour
(2) (2)
Unstandardized bakery Good Manufacturing Practice
products
3= NEElE ot 518 A= 205187 1%
He o= EE 23 A ]
(1) o, 2/HF, SEII=E (1) GMP 7|&
Al | OHHIE HSAO|E -
(2) HIEZE H|O[H2| MZ (2) GMP 7|&
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Canada.ca
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Maost requested

Skenin toan account Employment insurance and leave

Eind a job Wisit Canada

Jobs Immigration and citizenship

Fired a pob, traintng, hiring programs, work
permins, Social Insurance Number [SIN]

Benefits

bustness support. selling to government

Health i ] I

Food, nutrition, diseases, vaccines, drugs.

t safety and recalis

Public pensions {CPP and OAS)

Wisit, work, study, immigrate, refugees,
permanant residents, apply, check stats

Starting a business, permits, copyright, EL family and sickness leave, pensions
housing, student aid, disabilities

Weather, climate, agriculture, wildlife,
pollution, conservation, fsheries

Erangals

Get a passport

Getawork permit

Travel and tourism
In Canada or abroad, advice, advisories,

PassperTs, visit Canada, Svents, altractions

Incame tax, payroll, GST/HST, contributian
limits, tax credits, charities

. i

Personal finance, credit reports, fraud
protection, paying for education
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Canada.ca

The official website of the Government of Canada
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Most requested

Sign in to an account Employment Insurance and leave  Public pensions (CPP and QAS) Get a passport

Find a job Visit Canada Get a work permit

Jobs Immigration and citizenship Travel and tourism

Find a job, training, hiring programs, work Visit, work, studly, immigrate, refugees, In Canada or abroad, advice, advisories,
permits, Social Insurance Number (SIN) permanant residents, apply, check status passports, visit Canada, events, attractions
Business and industry Benefits Taxes

Starting a business, permits, copyright, El, family and sickness leave, pensions, Income tax, payroll, GST/HST, contribution
business support, selling to government housing, student aid, disabilities limits, tax credits, charities

Health Environment and natural resources Money and finances

Food, nutrition, diseases, vaccines, drugs, Weather, climate, agriculture, wildlife, Personal fimance, credit reports, fraud
product safety and recalls pollution, conservation, fisheries protection, paying for education

‘Food Additives’ Z&l

Search results

food additives n

Don‘'tinclude personal information (telephone, email, SIN, financial, medical, or work details).

55,888 search results for "food additives"

Food Additives

Health Canada

https://www.canada.ca/en/health-canada/services/food-nutrition/food-safety/food-additives.html

Dec 14, 2016 - ... and their regulation in Canada. What is a food additive? How are food additives requlated? Food
colour labelling Specific Topics on Food Additives In this section ... food ingredients such as salt, sugar, starch; ... Food
additives must be of suitable quality, must be effective for their intended purpose, and, when used according to the ...
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‘Lists of Permitted Food Additives’ 2

Canadaca » Departments and agencies » Health Canada » Food and nutrition » Food Safety

Frangais
l * Government  Gouvernement
of Canada du Canada Search Canada.ca n

Food Safety

Food Additives

Chemical Contaminants

Food Additives

Caffeine in Foods

ARCHIVED - Food
Additive Dictionary

Lists of Permitted Food
Additives

Sugar Substitutes

ARCHIVED - Health
Canada Requests
Infermation from
Industry on the Use of
Aluminum-Containing
Food Additives

ARCHIVED - Health
Canada Review of
Dietary Exposure to

This section provides information on food additives and their regulation in Canada.

What i food additive?

How are food additives regulated?
Food colour labelling

Specific Topics on Food Additives

In this section

= Food Additive Submission Preparation - Abridged Guidance
F Lists of Permitted Food Additives I
=
¢ Transition Guide: Understanding and Using the Lists of Permitted Food Additives

* Food Additive Dictionary,
* Policy for Differentiating Food Additives and Processing Aids

s August 2016 - Results of the Consultation on the Food Directorate's Proposed Pre-
Market Submission Management Process for Food Additives, Infant Formulas and
Novel Foods

e (2016) The Food Directorate's Pre-| on Man ment Process for Fo
g

Aluminum Additives, Inf: Formul nd Novel
i 5 ¢ Priority Scheduling and Expedited Handling_of Submissions that have the Capacity to

[e]]]
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Lists

List of Permitted Anticaking Agents
List of Permitted Bleaching, Maturing or Dough Conditioning Agents

. List of Permitted Colouring Agents

i
2.
3
4
5.
6
7
8

9,
10.
i
12.
13,
14.
13,

. List of Permitted Emulsifying, Gelling, Stabilizing_or Thickening Agents

List of Permitted Food Enzymes

. List of Permitted Firming Agents

. List of Permitted Glazing_or Polishing Agents
. List of Permitted Food Additives with Other Accepted Uses

List of Permitted Sweeteners
List of Permitted pH Adjusting Agents, Acid-Reacting Materials and Water Correcting Agents

. List of Permitted Preservatives

List of Permitted Sequestering Agents
List of Permitted Starch Modifying Agents

List of Permitted Yeast Foods
List of Permitted Carrier or Extraction Solvents

Archived Lists
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o
= o . S| = X (=] x = IT
2| oAl BT 1M 20| GZE AMH U Mt HE AS
Column 1 Maximum Level of Use and Other
Additive Permitted in or Upon Conditions
1. Alkanet; ) (1}
Aluminum Metal; Apple (or rhubarb) and (naming the fruit) jam;  Good Manufacturing Practice
Annarto; Bread; Butter; Concentrated (naming the fruit)
Anthocyanins; juice except frozen concentrated orange juice;
Beet Red; Fig marmalade with pectin; Fish roe (caviar); lce
Canthaxanthin; cream mix; Ice milk mix; Icing sugar; Liqueur;
Carbomn Black; Lobster paste; (naming the flavour) Milk:
Carotene; {naming the flavour) Partly skimmed milk;
Charcoal; {naming the flavour) Partly skimmed milk with
Chloraphyll; added milk solids; (naming the flavour) Skim
Cochineal; milk; (naming the flavour) Skim milk with added
Iron Oxide; milk solids; (maming the fruit) Jam with pectin;
Orchil; (narming the fruit) Jelly with pectin; Pickles;
Paprika; Pineapple marmalade with pectin; Relishes;
Riboflavin; Sherbet; Smoked fish; Tomato catsup
Saffron;
saunderswood; 2) (2}
Silver Metal: Unstandardized foods Good Manufacturing Practice
Titaniurthioxide: (2 (3}
THrnec A blend of prepared fish and prepared meat Good Manufacturing Practice
Xanthophyll referred to in paragraph B.21.006({n)
2087 1E
S = II % = x = hm L o x| = [Shars
g=HS AERE 7t 518 AlE E= =Z al =7
= L1
[e] =ANE|
2713 (1) A = (REIEVH @M 8, HE;
=05 =5 LX) RAMLE =X QK| ZA HQ));
OlLtE S5 1 -r—(oo S dIX| A K| |),
L =LO o= . .
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ZHEFEHE g 0t0|; 2IF0f; BIRZIX HO|AE;
H =2ay sheo- 5 0O-
7h= S (% BARHRR: (B8 BAHMAY 27 (1) GMP 7|=
7128 0o 4 00- (o - e
rA'— MR 2F + 27 (B GARHIHE,
=
= o SHE! o ] El (@)
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1 axl0 A R DR HE 23 Y H;
5 ISl . =- Isliel
=23 HWE R oY M, IF; e R
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List of Permitted Emulsifying, Gelling, Stabilizing or Thickening Agents

Column 3
Column 1 Column 2 Maximum Level of Use and Other

Additive !Permitted in or Upaon Conditions

A1 Acacia Gum (1} 1}
Cream; French dressing; Mincemeat;  Good Manufacturing Practice
(naming the flavaur) Milk; Mustard
pickles; {naming the flavour) Partly
skimmed milk; {naming the flavaur)
Partly skimmed milk with added milk
solids; Relishes; Salad dressing;
(naming the flavaur) Skim milk;
(naming the flavaur) Skim milk with
added milk solids

(2) (2]
Tce milk mix; [ce milk 0.5% in accordance with the
requirements of section B.08.071

(3} [3)
lee cream mie; lee cream 0.5% in accordance with the
requirements of section B.08.061

(4} (4]
Sherbet 0.75% in accordance with the
requirements of section B.08.063

(s} ]

Unstandardized foods Good Manufacturing Practice

(6} (sl

Calorie-reduced margarine 0.5%. If used in combination with

other food additives permitted by this
list in this food except gelatin, lecithin,
managlyeerides, mono- and
diglycerides, and sorbitan tristearate,
the total amaunt not to exceed 0.5%

(7 (7)

Canned asparagus; Canned green 1.0% In accordance with the
beans; Canned peas; Canned wax requirements of clause B.11.002{(d)
beans [wiii}(C)
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colour labelling Specific Topics on Food Additives In this section ... food ingredients such as salt, sugar, starch; ... Food
additives must be of suitable quality, must be effective for their intended purpose, and, when used according to the ...
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List of Permitted Food Enzymes

A0

Column 2
Permitted Source

a-Acetolactate
decarboxylase

Bacillus subtilis ToC46 (pUW235)

Column 3
Permitted in or Upon

(1)

Brewers' Mash

(2)

Distillers® Mash

Column 4
Maximum Level
of Use and Other
Conditions

(1

Good
Manufacturing
Practice

(@)

Good
Manufacturing
Practice
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List of Permitted Firming Agents

Item Columni Column 2
No. Additive Permitted in or Upon

A1 Aluminum (1)

and tuna; Pickles and relishes

(2)

Unstandardized foods

Sulphate Canned crabmeat, lobster, salmon, shrimp

Column 3
Maximum Level of Use and Other
Conditions

(1)

Good Manufacturing Practice

(2)

Good Manufacturing Practice

StE S = x{L= 2Tl =12 e Z|51871E
stEHs | AMEXNIIE 7t o8 = =3 =7
4
(1) )
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No. Additive
A1l Acetylated

Monoglycerides

List of Permitted Glazing or Polishing Agents

Column 2
Permitted in or Upon

(1)

Unstandardized confectionery

(2)
Glaze far frozen fish

Column 3
Maximum Level of Use and Other
Conditions

(1)
0.4%

(2)

Good Manufacturing Practice
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List of Permitted Food Additives with Other Accepted Uses

Column 1
[tem No. |Additive

Column 4
Maximum Level of Use and
Purpose of Use |Other Conditions

Column2
Permitted in or Upon

AN Acacia Gum Ale; Beer; Light beer; Malt liquor,  Fining agent Good Manufacturing Practice
Porter; Stout; Wine
. - 7t 318 ME Zs871E #
SEHs | RNl s A =5 i
o = 4
O, Bz, BjOjE Bz, oL
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List of Permitted Sweeteners

Item No. | Column 1 - Additive

Column 2 - Permitted in or Upon

Column 3 - Maximum Level
of Use and Other
Conditions

A1 Aspartame (1) Table-top sweeteners (1) Good Manufacturing Practice
(2) Breakfast cereals (2) 0.59%
(3) Unstandardized beverage concentrates; (3) 0.1% in beverages as
Unstandardized beverage mixes: Unstandardized consumed
beverages
(4) Filling mixes; Fillings; Topping mixes; Toppings: (4) 0.3 in products as
Unstandardized dessert mixes; Unstandardized consumed
desserts; Yogurt
(5) Breath freshener products; Chewing gum (5) 1.0%
(6) Unstandardized fruit spreads; Unstandardized (6) 0.2%
purées; Unstandardized sauces; Unstandardized table
syrups
(7) Nut spreads; Peanut spreads; Unstandardized salad  (7) 0.05%
dressings
(8) Unstandardized condiments (8) 0.23¢
(9) Confectionery glazes for snack foods; Sweetened (9)0.1%
seasonings or coating mixes for snack foods ~
(10} Unstandardized confectionery; Unstandardized {10) 0.3% o ;p
confectionery coatings a3
—\v"— —
= = = = = = = i
BEHs | NEWIES Wt 58 AZ E= 22 2512715 ¥ & .
(1) HOIEE &0l= (1) GMP 7|&
(2) OFAAL THE M2 (2) 0.5%
(3) HEZE 25 ==Y, 3= 92, 3= (3) &AH 2= 0.1%
o2 oA ZlZ] o] glA o) o=
(4) =2O — =0, E_o 11— Eo, H|J-L_|'_‘ (4) _+_H| I‘”% 03%
OME oA, H|EES ONE, Q72E
6) 74 A Mz, 2 (5) 1.0%
A.01 OLALINE | (6) HIEZ WY AT, TR, A4 EHOE A |(6) 0.2%
(7) HMF ADYE, G2 ADYC, ) 0.05%
7) Q. 0
HIEZ MHEE
(8) HEZ X0|= 8) 0.2%
o
(9) 7 o, ZDIZ2 Sk Wl ZHE AIRY ©) 0.1%
. (o]
=N -TPN
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List of Permitted pH Adjusting Agents, Acid-Reacting Materials and Water Correcting Agents

Column 3
Maximum Level of
Column 2 Use and Other
Permitted in or Upon Conditions
A1 Acetic Acid (1) (1)
Cold-pack cheese food; Cold-pack (naming the variety) cheese; Cold-pack Good Manufacturing
(naming the variety) cheese with (naming the added ingredients); Cold-pack Practice
cheese food with (naming the added ingredients); Cream cheese spread; Cream
cheese spread with (naming the added ingredients); Processed cheese food;
Processed cheese food with (naming the added ingredients); Processed cheese
spread; Processed cheese spread with (naming the added ingredients);
Processed (naming the variety) cheese; Processed (naming the variety) chesse
with (naming the added ingredients); (naming the variety) Whey cheese
(2 (2)
Canned Asparagus Good Manufacturing
Practice
(3 (3)
Gelatin Good Manufacturing
Practice
(4) (4)
Unstandardized foods Good Manufacturing
Practice i
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Novel Foods

. * (2016) The Food Directorate's Pre-Market Submission Management Process for Food
Dietary Exposure to
Aluminum Additives, Infant Formulas and Novel Foods
G i * Priority Scheduling and Expedited Handling of Submissions that have the Capacity to
oHEl &2 =1=1
sy =2 =2

Lists

1. List of Permitted Anticaking Agents

2. List of Permitted Bleaching, Maturing_or Dough Conditioning Agents
3. List of Permitted Colouring Agents

4. List of Permitted Emulsifying, Gelling, Stabilizing or Thickening Agents
5. List of Permitted Food Enzymes

6. List of Permitted Firming Agents

7. List of Permitted Glazing_or Polishing Agents
8. List of Permitted Food Additives with Other Accepted Uses

9. List of Permitted Sweeteners
10. List of Permitted pH Adjusting Agents, Acid-Reacting Materials and Water Correcting Agents

|1 1. List of Permitted Preservatives |

12. List of Permitted Sequestering Agents

13. List of Permitted Starch Modifying Agents

14. List of Permitted Yeast Foods

15. List of Permitted Carrier or Extraction Solvents

Archived Lists
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A1

Acetic Acid

Column 1 Column 2
Additive Permitted in or Upon
(1)

Part 1 - Class 1 Preservatives

Column 3

(1)

Maximum Level of Use and Other Conditions

Preserved fish; Preserved meat; Preserved meat Good Manufacturing Practice

by-product; Preserved poultry meat; Preserved
poultry meat by-product; Pumping pickle, cover
pickle and dry cure employed in the curing of
preserved meat or preserved meat by-product

(@)

Unstandardized foods

(2)

Good Manufacturing Practice

rE oo
foir It

A

AEHIIE 7t 518 AME E= 23 ;71 =
p ey
(1)
BEH WM, BEH 87, BEEH |7 2UME,
HEEH JIER §R].EEEH VIEF &5 BitE, | (1)
e G HHOM ARBEE BE IE, 7 IE & | GMP 7|&
OMES 2z eymezE |7 Tt 3R B2
A ALE)
(2) (2)
HEZ AlZ GMP 7|&
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I* Government  Gouvernement
of Canada du Canada Search Camada.ca

Canada.ca

The official wel

> of the Government of Canada

Most requested
Signin toan account

Find ajok

Jobs

Employment Insurance and leave Public pensions {CPE and QAS) Geta passpot

Getawork permit

Immigration and citizemship Travel and tourism

Find a job, wraining, hiring programs, waork
permits, Social Insurance Mumber (SIN)

Starting a business, permits, copyright,
business suppert, selling to government

Health
Food, nutrition, discases, vaccines, drugs,

praduct safety and recalls

WEsit, work, study, immigrate, refugees,
permanant residents, apply, check status

Benefits
EE, family and sicknass leave, pansions,
housing, student ald, disabllities

Environment and natural resources
Weather, climate, agriculture, wildlife,
pollution, cansdamvatiaon, fisheries

In Canada or abroad, advice, advisories,
passporns, visit Canada, evenis, attractions

Taxes
Income tax, payroll, GET/HST, contribution
limits, tax credits, charitles

Money and finan
Personal finance, credit reparts, fraud

pratection, paying for education
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I*I Government  Gouwvernement =
of Canada du Canada food additives n

Canada.ca

The official website of the Government of Canada

. 7
Most requested
Sign.intoan account Employment Insurance and leave  Public pensions (CPP and QAS) Getapassport
Find a job Visit Canada Get a work permit
Jobs Immigration and citizenship Travel and tourism
Find a job, training, hiring programs, work Visit, work, study, Immigrate, refugees, In Canada or abroad, advice, advisories,
permits, Social Insurance Number (SIN) permanant residents, apply, check status passports, visit Canada, events, attractions
Business and industry Benefits Taxes
Starting a business, permits, copyright, EI, family and sickness leave, pensions, Income tax, payrell, GST/HST, contribution
business support, selling to government heousing, student aid, disabilities limits, tax credits, charities
Health Environment and natural resources Money and finances
Food, nutrition, diseases, vaccines, drugs, Weather, climate, agriculture, wildlife, Personal finance, credit reports, fraud
product safety and recalls pollution, conservation, fisheries protection, paying for education

‘Food Additives’ =&

Search results

food additives n

Don‘'tinclude personal information (telephone, email, SIN, financial, medical, or work details).

55,888 search results for "food additives"

Food Additives

Health Canada

https://www.canada.ca/en/health-canada/services/food-nutrition/food-safety/food-additives.html

Dec 14, 2016 - ... and their regulation in Canada. What is a food additive? How are food additives requlated? Food
colour labelling Specific Topics on Food Additives In this section ... food ingredients such as salt, sugar, starch; ... Food
additives must be of suitable quality, must be effective for their intended purpose, and, when used according to the ...
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Frangais
I * Government  Gouvernement
of Canada du Canada Search Canada.ca H
Canadaca » Departments and agencies > Health Canada » Food and nutrition »> Food Safety
Food Safety Food Additives
Chemical Contaminants This section provides information on food additives and their regulation in Canada.
Food Additives wWhat i food itive?
Caffeine in Foods How are food additives regulated?
Food colour labelling
ARCHIVED - Food . ‘ .
Additive Dictionary Specific Topics on Food Additives
Lists of Permitted Food In this section
Additives - o . . .
¢ Food Additive Submission Preparation - Abridged Guidance
Sugar Substitutes Lists of Permitted Food Additives
ARCHIVED - Health o Transition Guide: Understanding and Using the Lists of Permitted Food Additives
Canada Requests * Food Additive Dictionary,
Information from , . _— s = ;
Industry on the Use of = Policy for Differentiating Food Additives and Processing Aids
Aluminum-Containing * August 2016 - Results of the Consultation on the Food Directorate's Proposed Pre-
FapcAcaives Market Submission Management Process for Food Additives, Infant Formulas and
ARCHIVED - Health Novel Foods
Cabadaficviciiof = (2016) The Food Directorate's Pre-Market Submissicn Management Process for Food
Dietary Exposure to
Aluminum Additives, Infant Formulas and Novel Foods
T A R e Priority Scheduling and Expedited Handling of Submissions that have the Capacity to
ot 22 =g2|
OH o . =271
Lists
1. List of Permitted Anticaking Agents
2. List of Permitted Bleaching, Maturing or Dough Conditioning Agents
3. List of Permitted Colouring Agents
4. List of Permitted Emulsifying, Gelling, Stabilizing or Thickening Agents
5. List of Permitted Food Enzymes
6. Li : " e
7L F - . ot

8. List of Permitted Food Additives with Other Accepted Uses

9. List of Permitted Sweeteners
10. List of Permitted pH Adjusting Agents, Acid-Reacting Materials and Water Correcting Agents
11. List of Permitted Preservatives

12. Li f Permi Sequ ri ents

13. List of Permitted Starch Modifying Agents

14. List of Permitted Yeast Foods

15. List of Permitted Carrier or Extraction Solvents

Archived Lists
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List of Permitted Sequestering Agents

Column 1 Column 2

Additive Permitted In or Upon

Column 3
Maximum Level of use and Other
Conditions

A1 Ammonium Citrate, dibasic Unstandardized foods Good Manufacturing Practice

A2  Ammonium Citrate, Unstandardized foods Good Manufacturing Practice
monaobasic

C.1  Calcium Citrate Unstandardized foods Good Manufacturing Practice

a2 e ot 518 AE Z|H5187|1E 2

HS Rk g 22 x2

A1 01719 ANEEL Y& HEZE AF GMP 7|&

A2 P71 ANEEM AZE HEZ AE GMP 7|&

C.1 NESH 2zt HIEZE A GMP 7|E
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l* SF&T:&:M Eﬁé?n?sgmnt Search Canada.ca
MENU

Canada.ca

The official wel

Most requested
Signintoan account

Find ajob

Jobs

ite of the Government of Canada

Employment Insurance and leave Public pensions {CPE and QAS) Geta passpodt

Getawork permit

Immigration and citizenship Travel and tourism

Firrd a job, rrainkng, hiring programs, wark
permits, Social Insurance Mumber (SIN)

Starting a business, permits, copyright,
business suppert, selling to government

Health
Food, nutrition, discases, vaccines, drugs,
preduct safely and recalls

wisit, wark, study, immigrate, refugess,
permanant residents, apply, check status

Benefits
EL famiky and sickness leave, pensions,
housing, student ald, disabilitles

Envirenment and natural resources
Weather, climate, agriculture, wildlife,
pollution, candarvation, fisheries

In Camada or abroad, advice, advisarias,
passporns, visit Canada, evenis, attractions

Taxes
Income tax, payroll, GST/HST. contribution
limits, tax credits, charitles

Money and finances
Personal finance, eredit reports, fraud
pratection, paying for education
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Government
of Canada
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MENU +

du Canada

Canada.ca

Gouwvernement

The official website of the Government of Canada

T
Most requested
Sign in to an account Employment Insurance and leave  Public pensions (CPP and QAS)
Find a job Visit Canada Get a work permit
Jobs Immigration and citizenship

Find a job, training, hiring programs, work
permits, Social Insurance Number (SIN)

Business and industry
Starting a business, permits, copyright,
business support, selling to government

Health
Food, nutrition, diseases, vaccines, drugs,
product safety and recalls

Visit, work, study, Immigrate, refugees,
permanant residents, apply, check status

Benefits
EI, family and sickness leave, pensions,
heousing, student aid, disabilities

Environment and natural resources
Weather, climate, agriculture, wildlife,
pollution, conservation, fisheries

food additives

Geta passport

Travel and tourism

In Canada or abroad, advice, advisories,
passports, visit Canada, events, attractions

Taxes
Income tax, payrell, GST/HST, contribution
limits, tax credits, charities

Money and finances
Personal finance, credit reports, fraud
protection, paying for education

=
=22

‘Food Additives’

Search results

food additives

Don‘'tinclude personal information (telephone, email, SIN, financial, medical, or work details).

55,888 search results for "food additives"

Food Additives

Health Canada

https://www.canada.ca/en/health-canada/services/food-nutrition/food-safety/food-additives.html

Dec 14, 2016 - ... and their regulation in Canada. What is a food additive? How are food additives requlated? Food

colour labelling Specific Topics on Food Additives In this section ... food ingredients such as salt, sugar, starch; ... Food
additives must be of suitable quality, must be effective for their intended purpose, and, when used according to the ...
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Canada.ca » Departments and agencies > Health Canada » Food and nutrition > Food Safety

Food Safety

Food Additives

Food Additives

Chemical Contaminants

Caffeine in Foods

ARCHIVED - Food
Additive Dictionary

Lists of Permitted Food
Additives

Sugar Substitutes

ARCHIVED - Health
Canada Requests
Infermation from
Industry on the Use of
Aluminum-Containing
Food Additives

ARCHIVED - Health
Canada Review of

This section provides information on food additives and their regulation in Canada.

What is a food itive?
How are food additives regulated?

Food colour labelling
Specific Topics on Food Additives

In this section

* Food Additive Submission Preparation - Abridged Guidance
o Transition Guide: Understanding and Using the Lists of Permitted Food Additives
Food Additive Dictionary:
Policy for Differentiating Food Additives and Processing Aids
August 2016 - Results of the Consultation on the Food Directorate's Proposed Pre-

Market Submission Management Process for Food Additives, Infant Formulas and

Novel Foods

; = (2016) The Food Directorate's Pre-Market Submission Management Process for Food
Dietary Exposure to
Aluminum Additives, Infant Formulas and Novel Foods
el ax ¢ Priority Scheduling and Expedited Handling. of Submissions that have the Capacity to
sSHE =I]
iy =2 2

Lists

1. List of Permitted Anticaking Agents

2. List of Permitted Bleaching, Maturing or Dough Conditioning Agents
3. List of Permitted Colouring Agents

4. List of Permitted Emulsifying, Gelling, Stabilizing or Thickening Agents

5. List of Permitted Food Enzymes

6. List of Permitted Firming Agents

7. List of Permitted Glazing or Polishing Agents

8. List of Permitted Food Additives with Other Accepted Uses

9. List of Permitted Sweeteners
10. List of Permitted pH Adjusting Agents, Acid-Reacting Materials and Water Correcting Agents
11. List of Permitted Preservatives
12. List of Permitted Sequestering Agents
13. List of Permitted Starch Modifying Agents

14. List of Permitted Yeast Foods

15. List of Permitted Carrier or Extraction Solvents
Archived Lists
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Column 2
Permitted in or

Upan
Starch
Starch
Starch

Starch

Column 2
Maximum Level of Use and Other Conditions

Good Manufacturing Fractice
‘Good Manufacturing Fractice
Good Manufacturing Fractice

Good Manufacturing Practice

[Remaved, 2016-06-28, [See NOKJADM-0074)]

Starch
Starch
Starch
Starch

Starch

Starch
Starch

Starch

Starch

Search
Starch
Starch
Starch
Starch
Starch
Starch

Starch

Starch

Starch

Starch

ol&d AEH/IE =5,
B an zEhum =
— /= =
List of Permitted Starch-Modifying Agents
Itam Column 1
Mao. Additive
AT Acatic Anhydride
A2 Adipic Acid
A3 Aluminum Sulphate
1 Calcium Hypochlarite
EA Epichlorohydrin
HA Hydrochlaric Acid
H.2 Hydrogen Peroxide
M Magnesivm Sulphate
LA Manic Acg
o Qeranyd Suctinic Anhydride
(OS]
P Peracetic Acid
L Phasphorus Quychicrids
P3 Potassium Permanganate
P.2A Paotazzium Tripalyphozphate
F.4 Progrylens Digde
51 Sedium Acerate
52 Sedium Bicarbonate
53 Sodium Carbonate
54 Sadium Chlorite
55 Sodium Hydroxide
55 Sodium Hypochlorite
.64 Sodium Potassium
Tripalyphosphate
537 Sedium Trimetaphosphate
5.7A Sedium Tripalyphozphate
58 Succinic Anhydride
59 Sulphuric Acid

Starch

Good Manufacturing Practice
Good Manufacturing Pracrice
D.d%

Good Manufacuring Fractice

Geod ManuTacuring Fragtice

Good Manufacturing Practice
Good Manufacuring Bracics

20 popom, of Manganese Sulphate calculated a5
Kanganese

Tatal resideal phozphate rot to exceed 0.4%, calculated
35 Prosphones

25%

Good Manufacturing Fractice
Geood Manufacturing Fractice
Good Manufacturing Fractice
Good Manufacturing Practice
Good Manufacturing Practice
Good Manufacturing Practice

Tatal residual phosphate not to exceed 0.4%, calculated
&% FProspharus

400 p.pom. caleulated as Phospharus

Total residuval phozphate not to exceed 0.9%, calculated
as Frosphorus

Good ManuTacuring Fragtics

Good Manufaciuring Fracuice
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MEMU

Canada.ca

The official website of the Government of Canada

Firrd a jab, trainkng, hiring programs., work
permits, Social Insurance Mumber (SIN]

Starting a business, permits, copyright,
business suppert, selling to government

Health
Food, ruatritian, diseases, waccines, drugs,
praduct safety and recalls

wasit, work, study, immigrate, refugees,
perrmanant residents, apply, check status
EL famiky and sickness leave, pensions,

housing, student ald, disabllitles

Environment and natural resources

Most requested
SIEN N T an ACCount Employment Insuranoe and leae Public pensions (CPP and QASH el a passpot
Jobs Immigration and citizenship Travel and tourism

In Canada or abroad, advice, adviscries,
PASSHOITS, Visit Canada, events, allractions

Taxes
Income tax, payroll, GST/HST. contribution
limits, tax credits, charitles

Money and finances

Wieather, climate, sgriculture, wildiife,
pellution, conseration, fishories

Personal fimance, credit reparts, fraud
pratection, paying for cducation
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Canada.ca

The official website of the Government of Canada

Most requested

Sign in to an account Employment Insurance and leave Public pensions (CPP and OAS) Get a passport

Find ajob Visit Canada Get a work permit

Jobs Immigration and citizenship Travel and tourism

Find a job, training, hiring programs, work Visit, work, study, immigrate, refugees, In Canada or abroad, advice, advisories,
permits, Social Insurance Number (SIN) permanant residents, apply, check status passports, visit Canada, events, attractions
Business and industry Benefits Taxes

Starting a business, permits, copyright, EI, family and sickness leave, pensions, Income tax, payroll, GST/HST, contribution
business support, selling to government heousing, student aid, disabilities limits, tax credits, charities

Health Environment and natural resources Money and finances

Food, nutrition, diseases, vaccines, drugs, Weather, climate, agriculture, wildlife, Personal finance, credit reports, fraud
product safety and recalls pollution, conservation, fisheries protection, paying for education

‘Food Additives’ =&l

Search results

food additives n

Don‘'tinclude personal information (telephone, email, SIN, financial, medical, or work details).

55,888 search results for "food additives"

Food Additives

Health Canada

https://www.canada.ca/en/health-canada/services/food-nutrition/food-safety/food-additives.html

Dec 14, 2016 - ... and their regulation in Canada. What is a food additive? How are food additives requlated? Food
colour labelling Specific Topics on Food Additives In this section ... food ingredients such as salt, sugar, starch; ... Food
additives must be of suitable quality, must be effective for their intended purpose, and, when used according to the ...
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Canada.ca » Departments and agencies > Health Canada » Food and nutrition > Food Safety

Food Safety

Food Additives

Chemical Contaminants

Food Additives

Caffeine in Foods

ARCHIVED - Food
Additive Dictionary

Lists of Permitted Food
Additives

Sugar Substitutes

ARCHIVED - Health
Canada Requests
Infermation from
Industry on the Use of
Aluminum-Centaining
Food Additives

ARCHIVED - Health
Canada Review of

This section provides information on food additives and their regulation in Canada.

What is a food additive?
How are food additives regulated?

Food colour labelling
Specific Topics on Food Additives

In this section
= Food Additive Submission Preparation - Abridged Guidance
Lists of Permitted Food Additives
¢ Transition Guide: Understanding and Using the Lists of Permitted Food Additives

Food Additive Dictionary,
Policy for Differentiating Food Additives and Processing Aids

August 2016 - Results of the Consultation on the Food Directorate's Proposed Pre-
Market Submission Management Process for Food Additives, Infant Formulas and

Novel Foods

5 * (20716) The Food Directorate's Pre-Market Submission Management Process for Food
Dietary Exposure to
Aluminum Additives, Infant Formulas and Novel Foods
e a4 * Priority Scheduling and Expedited Handling of Submissions that have the Capacity to

=
Iz 2= 22
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Lists

1. List of Permitted Anticaking Agents

2. List of Permitted Bleaching, Maturing_or Dough Conditioning Agents
3. List of Permitted Colouring Agents
4. List of Permitted Emulsifying, Gelling, Stabilizing or Thickening Agents

5. List of Permitted Food Enzymes

6. List of Permitted Firming Agents

7. List of Permitted Glazing_or Polishing Agents
8. List of Permitted Food Additives with Other Accepted Uses

9. List of Permitted Sweeteners
10. List of Permitted pH Adjusting Agents, Acid-Reacting Materials and Water Correcting Agents

11. List of Permitted Preservatives
12. List of Permitted Sequestering Agents

13. Li i ifying Agents
14. List of Permitted Yeast Foods

15. List of Permitted Carrier or Extraction Solvents

Archived Lists
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List of Permitted Yeast Foods
Column 3
Item  Column1 Column 2 Maximum Level of Use and Other
No. Additive Permitted in or Upon Conditions
Al Ammoenium Chloride (1) (1)
Flour; Whole wheat flour 2,000 p.p.m. of the flour
) )
Bread 2,500 p.p.m. of the flour. For
combinations see paragraph B.13.021(m)
(3) (3)
Unstandardized foods Good Manufacturing Practice
[s1 ==l 7':-!7|. 319. Al L
o= = O o Tt LT = =
5 AMEE =x Uo7z & =
ul =
(1) (1)
R, SLIE U7IE 7|& 2,000 ppm
(2)
A o510 (2) U7tE 7|&E 2,500 ppm
. = = = =
- tf ZEO| S XEMISH LB
B.13.021(m) &%
(3) (3)
HEZE AS GMP 7|&
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Canada.ca

The official website of the Government of Canada

Firrd a job, rrainkng, hiring programs, wark
permirs, Social Insurance Numbers (SIN]

Starting a business, permits, copyright,
business suppert, selling to government

Heaith
Food, nutrition, diseases, vaceines, drogs,

preduct safety and recalls

wisit, wiork, study, immigrate, refugees,
permanant residents, apply, check status
EE, family and sicknass leave, pansions,

housing, student ald, disabilitles

Environment and natural resources

Most requested
Signintoan account Employment Insurance and leavs Eublic pensions (CPE and OS] Get a pasoport
Jobs Immigration and citizenship Travel and tourism

In Canada or abroad, advice, adviscrias,
passports, visit Canada, events, altractions

Taxes
Income tax, payroll, GET/HST, contribution
limits, tax credits, charitles

Money and finanges

Weather, elimate, agriculture, wildlife,
pollution, conservation, fisheries

Piersonal finance, eredit repars, fraud

protection, paying for education
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Canada.ca

The official website of the Government of Canada

Most requested

Sign in to an account Employment Insurance and leave Public pensions (CPP and OAS) Get a passport

Find ajob Visit Canada Get a work permit

Jobs Immigration and citizenship Travel and tourism

Find a job, training, hiring programs, work Visit, work, study, immigrate, refugees, In Canada or abroad, advice, advisories,
permits, Social Insurance Number (SIN) permanant residents, apply, check status passports, visit Canada, events, attractions
Business and industry Benefits Taxes

Starting a business, permits, copyright, EI, family and sickness leave, pensions, Income tax, payroll, GST/HST, contribution
business support, selling to government heousing, student aid, disabilities limits, tax credits, charities

Health Environment and natural resources Money and finances

Food, nutrition, diseases, vaccines, drugs, Weather, climate, agriculture, wildlife, Personal finance, credit reports, fraud
product safety and recalls pollution, conservation, fisheries protection, paying for education

‘Food Additives’ =&l

Search results

food additives n

Don‘'tinclude personal information (telephone, email, SIN, financial, medical, or work details).

55,888 search results for "food additives"

Food Additives

Health Canada

https://www.canada.ca/en/health-canada/services/food-nutrition/food-safety/food-additives.html

Dec 14, 2016 - ... and their regulation in Canada. What is a food additive? How are food additives requlated? Food
colour labelling Specific Topics on Food Additives In this section ... food ingredients such as salt, sugar, starch; ... Food
additives must be of suitable quality, must be effective for their intended purpose, and, when used according to the ...
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Erancais
Government  Gouvernement
of Canada du Canada Search Canada.ca a

Canada.ca » Departments and agencies > Health Canada » Food and nutrition > Food Safety

Food Safety

Food Additives

Food Additives

Chemical Contaminants

Caffeine in Foods

ARCHIVED - Food
Additive Dictionary

Lists of Permitted Food
Additives

Sugar Substitutes

ARCHIVED - Health
Canada Requests
Infermation from
Industry on the Use of
Aluminum-Containing
Food Additives

ARCHIVED - Health
Canada Review of
Dietary Exposure to

This section provides information on food additives and their regulation in Canada.

What is a food itive?
How are food additives regulated?

Food colour labelling
Specific Topics on Food Additives

In this section

+ Food Additive Submission Preparation - Abridged Guldance
Lists of Permitted Food Additives
¢ Transition Guide: Understanding and Using the Lists of Permitted Food Additives

Food Additive Dictionary,
Policy for Differentiating Food Additives and Processing Aids

August 2016 - Results of the Consultation on the Food Directorate's Proposed Pre-
Market Submission Management Process for Food Additives, Infant Formulas and

Novel Foods
(2016) The Food Directorate's Pre-|

ion Management Process for Food

Aluminum Additives, Infant Formulas and Novel Foods
i ak s Priority Scheduling and Expedited Handling_of Submissions that have the Capacity to

[e]]]

Iy == =2

=

Lists

1. List of Permitted Anticaking Agents

2. List of Permitted Bleaching, Maturing_or Dough Conditioning Agents
3. List of Permitted Colouring Agents

4. List of Permitted Emulsifying, Gelling, Stabilizing or Thickening Agents
5. List of Permitted Food Enzymes

6. List of Permitted Firming Agents

7. List of Permitted Glazing_or Polishing Agents
8. List of Permitted Food Additives with Other Accepted Uses

9. List of Permitted Sweeteners
10. List of Permitted pH Adjusting Agents, Acid-Reacting Materials and Water Correcting Agents

11. List of Permitted Preservatives
12. List of Permitted Sequestering Agents

13. List of Permitted Starch Modifying Agents

14. List of Permitted Yeast Foods

|1 5. List of Permitted Carrier or Extraction Solvents I

Archi
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List of Permitted Carrier or Extraction Solvents
Column 2 Column 3 Column 4

Item Column 1

Maximum Residue

Maximum Level

No.  Additive Permitted in or Upon
of Use and Other
Conditions
1. Acetone (1) (1)
Spice extracts; Natural extractives 30 p.p.m.
(2) (2)
Meat and Egg Marking Inks Good
Manufacturing
Practice
5t SN R ES
o™ x % = = = o/ I
= | AE=E 0t o8 AE E= 22 A MR a
Hs 9 =7
(1) (1)
e FE52, U FE= 30 ppm
1 o= (2) (2)
S5 2 A 27|18 A2 GMP 7|&




= Mz 2 ZE HO|HHO|AMZEHIIE) ]

DB ME AR M EY 0|EHI0|A(AS

=)

ZHF(EFSA)

12 =4, A8

—y L=

22 7

SOl tHet 3= M3

https://ec.europa.eu/food/food-feed-portal/screen/food-

additives/search
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‘Food and Feed Information Portal Database’ &%

Europeart I
Commission

& Erglish

Bearch

Food and Feed Information Portal Database

Eurcpean Commizséon > Food » Food and Feed indcermation Paortal

Search all domains

Decontamination Substances

The Commissicn kas estobhched & Euopasn
Urvon data base of substances, albar than
potabie water, authomzed 1o remove surlscs
contamination from producs of snimal ofgn in
accordanca wilth Articie 32} of Reguiation (EXC)
o BS2004

= Search for Decontamnabon Subslances

Food Allergens

This dalebhase is 3 seanchable feol mfarming on
substances or products causing aller@es or
infplemnces as bsied inAnnex || ie Regulation

Feed Additives

Tha Commissian has establzhed e Evrcpean
Union Register of Feed Additives. which ss
regularly updated, and it makes ralerencedlinks
o the relavant authosisation Regulatons
Thase Regulations ncluda the specific
requiraments fr placing tha eddinves on the
EU and EEA marked

= Search Fead Addives

= Spanch Fead Adatves autharisabons
= Doanboad Register in Excal fomat

= Latasl updates o the Regstar

a Aschived expined authonsations [POE)
= APIS

= Disclaimes

Faod Contact Materials

This daiabase is & searchable toof mforming
about Food Conlacl Matarials Linicn Register
of recyching installabons, feclilies, companies,

Food Additives

This distabase is @ searchablie oo inferming
aboul the food addilives approwed far use in
foad in the EL) and hair conditions of use Itis
based on the Union list of approwvad (ood
elditives |laid down inAnnex I o Regulation
(EC) Mo 133372008

Saarch Tor Addiivers

Brorwsa Dy CATBQONES

Eurcpaan Legsialion on Food Addnsas
Inlcematon documenis

APl

Disclaimar

AT

Food Flavouring

This database is a seerchabie tosd inferming
aboul the Navouring subslances approwed foo
wEa in {ood M the EL and theair condilions of
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QREZX ‘Food Additives’?| ‘Search Food additives’ 2&

European |
Commission

@ English ‘ S

Search

Food and Feed Information Portal Database

European Commission » Food > Food and Feed Information Portal

Decontamination Substances

The Commission has established a European
Union data base of substances, other than
potable water, authorized to remove surface
contamination from products of animal origin in
accordance with Article 3(2) of Regulation (EC)
No 853/2004

» Search for Decontamination Substances

Food Allergens

This database is a searchable tool informing on
substances or products causing allergies or
intolerances as listed in Annex |l to Regulation

Feed Additives

The Commission has established the European
Union Register of Feed Additives, which is
regularly updated, and it makes reference/links
to the relevant authonsation Regulations
Those Requlations include the specific
requirements for placing the additives on the
EU and EEA market

+ Search Feed Additives

+ Search Feed Additives authorisations
Download Register in Excel format

+ Latest updates to the Register

« Archived expired authorisations (PDF)
+« APIs

» Disclaimer

Food Contact Materials

This database is a searchable tool informing
about Food Contact Materials Union Register
of recycling installations, facilities, companies,

Search all domains

Food Additives

This database is a searchable tool informing
about the food additives approved for use in
food in the EU and their conditions of use. Itis
based on the Union list of approved food
additives laid down in Annex |l to Regulation
(EC) No 1333/2008

I « Search for Additives I

» European Legislation on Food Additives
» Informabion documents

+ APls

+ Disclaimer

Food Flavouring

This database is a searchable tool informing
about the fiavouring substances approved for
use in food in the EU and their conditions of

‘Additive/group name’0f ZMSIIA} o= FEYH U

Food and Feed Information Portal Database

European ]
Commission

@ English

Search

European Commission > Food > Food and Feed Information Portal > Food Additives > Search Food additives

Food additives (1 matching records)

A
¥y Eno.

E 552

4 Is a group?

No

+ Additive/group name

calcium silicate

Calcium silicate
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European
Commission

@ English

Food and Feed Information Portal Database

Food additives (1 matching records)

European Commission > Food > Food and Feed Information Portal > Food Additives > Search Food additives

+ Additive/group name

Search

¥ Eno. v lsagroup?
calcium silicate
E 5§52 No
et 20| AtM| XK FfO
e H=9 &AM & 2l
Characteristics
Additihve Hame Cakium sdicate
RGNy HamH )
E No. E 557
INS Mo,
Hetes
Group o
BB o Skcon chowde - sifcales [ 557 - 553
Messages

Subslance is inciuded it E 551 - 585, see also authonsation for Growp £ 551 . 559

Conditions of use
The addetive is authorised 1o be wsed in the following categaryies]:

53 Chawing gum (Commission Regutation [EU) Mo 192503001 of 11 November 2011 aent:nding Annex Il e
Reguiation £C Mo 13332008 of ihe Evropean Pamament and of the Gouncil by estabbshing a Unsan 15t of
food Adddives . TEXT with EEA relevance. | applicabie from B222011)

Individual mstriction(s) | exneption(s) eankem satts, suelace beatment saly

Legislations

Commasaan Rogaatian (EU) Mo 11292011 of 11 November 2011 annding Andvax 1L 12 Regulation EC Na 13332008 of the
Enrepian Parfasont asd of the Cooncll by sstabishing a Lisisn b of fosd Addihs | TEXT with EEA relavanga | applicaly

From B2M22011
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@ Characteristics

Additive Name Cakium shicate
Synonym Mame(s)

E No.

INS No.

Notes

Group No

Member of SHicon digxide - scates (€ 551 - 553)

@ Messages

Substance i inciuced in E 551 - 559, see also authonsation for Grou

@ Conditions of use

The adeitive is authorised to be used in the following category(ies)

@ Legislations

Commission Regulation (EL1) No 11292011 of 11 November 2011 amanding Annex I 1 Regulation EC No 13332002 of the
Europaan Pariament and of the Council by sstablishing a Union list of food Additives - TEXT with EEA relevance. . applicable
from 021122011

O 54
H=Y: fiEs
S9N -
E #ls: E 552

n:—
=

o & o
|

I

ALT O|ASIEA - AI2|H0|E(ES51-553)
@ CtH(messages): i == E 551-569 IS0 X&tEH, I E 551-5599

==
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b
= Carmimissian

| 8 English | Seanch search |
| Mses

Food and Feed |Information Portal Database

Eurcpran Commilsston > Food > Food and Feed Bnlcemeation Portal

Search all domains |

Decontamination Substances

The Commmnissicn kas esteblshed & Ewapsien
Umiar date base of substancas, olbar than
potabie water, aulthorzed io remove surface
canzamnation frem producs of enimal odgin in
ACCordanos Wilh Amche 32 of Reguialicn (EC)
o S5200 .

+ Searca for Cecontanmnabon Subslances

Food Allergens

This falatise is @ searchable ieol informing on
substances of products cousing slerEes o
intelermnces as bsted inAnnes | ie Regulalion

Fes=d Additives

Ths Coemmission has estobished the Eurcpean
Union Reqgister of Feed Addilives, which s
requlaiy updated. 2nd it makes relesncelinks
b0 he selsvanl authouisetion Regulatons.
Trase Regulations Mciuss e Speiic
requirements for piacing 1he eddies on the
ELF ard EEA market.

= Search Fead Addbves

= Searnch Feed Addbves aulhansabons
= Doanlcad Regislernin Excal fammal

= Lateslupdates o e Registar

« Muchived expired avthosisalions (FDF)
- APIs

- Disclaimer

Food Contact Materials

This dmabase is o sparchabke o infoeming
@out Food Genlec Materials Union Regisler
of recycling installations, fecililies, companies,

Food Additives

This ditabase is @ sewchable ool inferming
ehoul the leod addilives approved for use in
fozd in the EW and heir condilions ol use. ILis
bBased on the Unicn list of sppeovad lood
BAgiives 12i0 Qo InAnneE Bl i Requiation
[EC) Mo 133302008,

+  Zeasch lorAdditives

+ Boowsa by categorias

Eurcpaan Legelialion on Food Addimas
Infoemason documenls

RIS

«  Disclaimer

Food Flavouring
This database is 2 sexchabil el infeoning

aboul the Navouring sulslances spprowed Too
a2z i Toodt e EL) end thein condilizns of
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3tH 89| ‘Food Flavouring’@l ‘Search for food flavouring’ 22
- R ® o | ==

Food and Feed Information Portal Database

European Commission > Food >

Decontamination Substances

The Corr has a

Food and Feed ifonnastion Portal

Feed Additives

The Co has the European

Unicn data base of substances, other than
potable water. authorized o remove surface
contamination from products of animal origin in
accordance with Article 3(2) of Regulation (EC)
Mo 853/2004

= Search for Decontamination Substances

Food Allergens

This dalabase is a searchable tool informing on
substances or products causing allergies or
intolerances as listed in Annex Il to Regulation
(EL1) No 1169/2011 of the European Pariament

Union Register of Feed Additives, which is
regularly updated. and il makes referenceslinks
to the relevant authorisation Regulations.
Those Regulations include the specific
requirements for placing the addilives on the
EU and EEA market.

sarch Feed Addilives
« Search Feed Additives aulhorsations
» Downioag Register In Excel format

»  Lalest updates to the Register

« Archived expired authorisations (PDF)
« APIs

- Disclaimer

Food Contact Materials

This isa ool a
about Food Contact Materials Union Register
of recycling Installations, facilties, companies,
schemes, authorisations and novel recycling

Search all domains

Food Additives

This database is a searchable tool informing
about the food adaitives approved for use in
feod in the EU and their conditions of use. It is
based on the Union list of approved food
additives laki down in Annex |l to Regulation
(EC) N0 1333/2008

= Search for Additives

= Browse by calegories

Eutopean Legisiation on Food Addilives
Information documents

= AFiIs

Disclaimer

Food Flavouring

This database is a searchable ool informing
about the flavouring substances approved for
use in food in the EU and their conditions of
use. It ks based on the Union st of approved

flavourings and source materials laig down In

Annex | 1o Reguiation (EC) Mo 1334/2008
Search for food flavouring

and of the Councll on the provision of food
INFOMANoN 10 CONSUMErns

technologies as described in Reg 2022/1618
under Art 24, Search the EU register of.

= Search for Allergens = Recycling Companies

ri0

(e]|
=

rr
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‘Chemical name’0i| ZAGtIX} 5f =9

Food and Feed Information Portal Database

European Commission > Food > Food and Feed Information Portal 3 Food flavourings > Search Food flavourings
Food flavourings (8 matching records)
FL coE JECFA -
% CAS No. %+ No. 4+ No. * No. ¥ Chemical name
Vanillin
0188417-26-7 09.933 953 Ethyl vanillin isobutyrate
0020665-85-4 09.811 891 Vanillin isobutyrate
0122397-96-0 16.075 892 Ethyl vanillin beta-D-glucopyranoside
0180964-47-0 02.248 1879 Vanillin 3-(I-menthoxy)propane-1,2-dicl acetal
0000121-33-5 05.018 107 889 Wanlllin
0000121-32-4 05.019 108 893 Ethyl vanillin
0068527-74-2 06.104 1882 Vanillin propylene glycol acetal
0063253-24-7 06.132 960 Vanilin butan-2 3-diol acetal (mixture of stereo isomers) T
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Food and Feed Information Portal Database

European Commission > Food » Food and Feed Information Portal > Food flavourings > Search Food flavourings

Food flavourings (8 matching records)

4 CAS No.

0188417-26-T
0020665-85-4
0122397-96-0
0180964-47-0
0000121-33-5
0000121-32-4
0068527-T4-2

0063253-24-7

FL CoE JECFA

%+ No. + No. ¥ No. ¥ Chemical name
Vanillin

09933 a53 Ethyl vaniliin isobutyrate
09.811 891 Vanliiin isobutyrate
16.075 892 Ethy! vanillin beta-D-glucopyranoside
02 248 1879 Vaniliin 3-{I-menthoxy)propane-1,2-diol acetal
05.018 107 889
05019 108 893 Ethyl vanillin
06.104 1882 Vanlilin propylene glycol acetal
065.132 960 Vaniilin butan-2 3-diol acetal (mixture of stereo isomers)

g = JMl = =2l

Characteristics

Chemical name Vanillin

Purity of the named substance at least 95%
unless otherwise specified

Cas No. 0000121-33-5

FlINo. 05.018 ‘CoE No. 107
JECFA No. 889 Flavouring Type substances
Mixture No

Notes

Reference body

Messages

-

Conditions of use

All categories of flavoured foeds (Commission Implementing Regulation (EU) No 872/2012 of 1 Octeber
2012 adopting the list of flavouring substances provided for by Regulation (EC) No 2232136 of the European
Parliament and of the Council, introducing it in Annex | to Regulation (EC) No 1334/2008 of the European
Parliament and of the Council and repealing Commission Regulation (EC) No 1565/2000 and Commission
Decision 1999/217/EC, applicable from 22/10/2012)

Individual restriction(s) / exception(s) -

Legislations

Commission Implementing Regulation (EU} No 872/2012 of 1 October 2012 adopting the list of flavouring
substances provided for by Regulation (EC) No 2232/96 of the European Parliament and of the Council,
introducing it in Annex | to Regulation (EC) No 1334/2008 of the European Parliament and of the Council and
repealing Commission Regulation (EC) No 1565/2000 and Commission Decision 1993/217/EC, applicable from
22/10/2012
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GIAl |EH: Hr2I(Vanillin)

@ Characteristics

(@ Messages

(® Conditions of use

@ Legislations

Chemical name Vanillin

Purity of the named substance at least 95%
unlass otherwise specified

Cas No, 0000121-33-5

Fl No. 05018 CoE No. 107
JECFA No. 889 Flavouring Type substances
Misture Na

Notes

Referance body

Al gories of foods (C i i gulation (EU) No 8722012 of 1 Octobar
2012 adopting the list of flavowing substances provided for by Regulation (EC) No 223296 of the Europaan
Pariament and of the Council, introducing # in Annex | 1o Regulation (EC) Mo 13342008 of the Europaan
Padiament and of the Council and repealing Commission Regulation (EC) No 1565/2000 and Commission
Decision 1999217/EC. applicable from 22/110/2012)

Individial restriction(s] | exception{s) -

c issii ing Regulation (EU) No 87272012 of 1 October 2012 adopting the list of Ravouring
substances provided for by Regulation (EC) Mo 2232196 of the European Parllament and of the Council
introducing it in Annex | to Regulation (EC) No 133472008 of the European Parfiament and of the Council and
repealing C: i jon (EC) No and C. Decislon 19%%217/EC, applicable from
210202

53]
o %ga

A=K 2 oF ZA 95%

CAS #5: 0000121 33 5
FL H3: 05.018

CoE H13: 107

JECFA H3: 889
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European
- Umoﬁ - M EURLex () Engeh

E U R' LEX l_@ Experimentsl featires .

| Access ta European Union law

EURSER > EUfidexhome * Ellaw

[ O OLKSEARTH e

© sewchtips teeed mote search options? Use the Advanced search

Official Jeurnal

O L Series 2670 170024 (19 peis)

LAW IN FOCUS
OJ C Sevles - 28/11/2024 (42 acls)

The EU and the Istanbul Convention Wfost severi OMcisl Jolrmed ks

ELtaw EU case-law National kaw and case-law
# Find resuls by docement pumber
3 Trealies Case-law National transposition
Legal acts Reports of cases National case-low b-[ L I .'°| iad I
Consalidaled texts Directory of cae-dsu JURE case:law 9! Al docme et q n
Intematicnal agreements
Preparaiory documenis
¥ r TR * Find results by CELEX numsar
EFTA documents
P —— Treernes in focus
awmakirg procedures (o ey o
R i mEts Measures in solidarity with
Summaries of EU legisiation Ukraine
Slalisties
» Browse by EU institutions
» ELI negiater
Erowse by EureVor
EUl butget enling EU Law Tracker - NEW

ZAzto] (EC) 1925/2006" ¥

European
Union

EUR-Lex

| Access to European Union law

ol

EUROPA > EUR-Lexhome > Elllaw

[Q (EC) 1925/2006 o@® m

© Searchtips Need more search options? Use the Advanced search

LAW IN FOCUS

The EU and the Istanbul Convention
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Search Results

Refine query ~ Search criterls
S Saarch for (EC) 1025/2006, Search languags: Ergiish
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« By year of document
wEOW W Customee swown informaton A Export <
2004 (102
2003 )y
3033 80y (] ian (EE) No of the B i and of the Council of 20 December 2006 on the addition of vitaminz and
55 o) minerals and of certain other subsiances lo foods
# ©UL 404 301273008, p. 638 (ES, CK DA, DE T, EL EN. FR, 1T LY LT, KU, MT, ML, PL, PY, 2 5L FL 5V
o more - This document has been putibshed in & special edtion(s) { B0, RO HR)
O i forcn
~ By collection Latest consalidated version: 17/07/2024 Mithesr o Eu
U i s caaa-inw (794} CELEX nusmiser: I7006R1925 Date of document: 20/12/2006
Ligal acts (143 Form: Reguistion Humber of pages: 13
Consciduted texta | a e
Traaties (%) 2

Intpengtionsl sy esmants (150
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ANNEX1 ANNEX IE
VITAMINS AND MINERALS WHICH MAY BE ADDED TQ FOODS VITAMIN FORMULATIONS AND MINERAL SUBSTANCES WHICH MAY BE ADDED TO FOODS
1. Vitamins 1. Vitamin formulations
Vitemin A VITAMIN A
Vitamin D :
VitaminE retinyl acetate
Vitamin K retinyl palmitate
Vitamin B1 beta.catoterie
Vitamin B2 VITAMIN D
Niscia chalecalciferol
Pantothenic acid ergocalciferol
Vitamin B6 VITAMIN E
Falic acid D. ol
Vitamin B12 DLalgha tocopherst
Bigta Disipha tocaghenyl acetate
Vitamin C DL-alpha-tocophery] acetate
2. Minerals D-alphatocophent acid succinate
Caleium VITSMIN K
Magaesivm pirvlioquinone (phytemenadicas)
fron VITAMIN Bl
Copper thiammin hydrochloride
Todine thiamin menonitrate
Zine VITAMIN B2
Manganeze riboflavin
Sadivm riboflavin I'-phesghat, sadivm
Potassium NIACTN
Selenium nicotinic acid
Chremivm. nicotinamide
MotySerm PANTOTHENIC ACTD
Frmcsid D pantothenate, caloium.
Chloride D-pantothenate, sodivm
Phosphorus dexpanthencl
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ANNEXT =ESS
VITAMING AND MINERALS WHICH MAY BE ADDED TQ FOODS *-!%0” §7I‘EEI _J'k_ Q’I\E
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REGULATION (EC) No 2065/2003 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 10 November 2003
on smoke flavoutings used or iatended for use in or on foods

THE ELRGPEAN PARLIAMENT AND THE COUNCIL OF THE
TURGFEAN UNIGN,

Havirg repard o the Treaty esublishing the Buropesn Can-
stanity, s s pasticutar Aricle 95 Dereod,

Huviryg segard 1o the prapasal front the Commissian (1.

Huvarg mgand 10 the opinios of the European Economie aisd

Acting i ascordance with the proceduze laid down i Article
251 of the Treaty (%,

Whereas;

Council Divective 88/388)EEC of 22 June 1988 on the
approxiznation of tse lows of the Member Staes relating
10 Nlavorrings for use in foodswifs and 1o source mate-
wals for theic production (. and £ panicular Article
5i1). seventh indent thereol. provides e adeption
of appropriste provisions conceming source S
used lor the production of smoke Maveourings and reac
tion conditians under which they ae prepared.

The free movement of safe and wholesome food i an
LS ial aspect of the imernal marker and contrbutes
wily 10 (ha health and well-being of citizens, and
i economic inlerests.

A high level of prowction of human life and healih
shiould be sssured 3 the pussuit of Comeunity policies.

O] € 26T T 10.10.200%, p. 525
oj(ss A.4.2003, p. 12

Dpisiee of the Dirppeim Pacligment of 5 Jine 2008 (oot et
ublished = the Official Journal) and 1he Council Decision of 9

61; Dimective as amended by Commsssion
Direraive 31{71EEC (O] 142, 1351851, o 25

i

i1

I8 order to protect humsn health, seeke favourings
shauld wndesgo & safety assessment through 3 Comri-
nity procedure before hemF placed on the anaker or
wied in o on Feods within the Communicy.

Differenices between  national lam rggu]annm and
and

sutloriswtion of stuoke Qavourings may v handes their (e
wavenenl, creiting conditions of unequal sl weRkc
competition. An authorzation procedure should there-
Fre be established at Commmunity level.

The chemvical composition of smoke & comples and
depends ameng otler things an the trpes of weood used,
the method used for developing smake, the water
coment of e wood xud un temperatere and cepgen
dus Saoked faads
it general give rse to e e especsally with
respect 10 the possible presence of polycyclic ammatic
Iydrocarbans. Because smoke favourings are produced
From snoke which is subjected w fractionatien and puri-
Fication processes. the use of smoke Mavausitgs is gener-
ally considered 10 be of less healih concesn than the
Lfadahnnal 'mlnkm 5 }{ﬂw\é‘\\er the peasibility of
wider P ok 5 i

in

10 conventional smaking 55 1 15 ki i a2eoriot i
safely assessimens.

This Regelation covers smoke Mavousings &5 defined in
Directive §8[388[EEC. The praduction of thee smoke
Mavourigs starts with the condensation of smake. The
contensed sinplie s sonindly seqaraied by pinsed
processes ine 3 water-based primary smoke condensate,
& water-nseiuble hnghdengnw tar phase and a water-
insolulle aily phase. The waee-insaluble oily phse is 2
Iy-produc and wisuitable for e production of smoke

vaurings. The printery smeke condensaies and frac
tions of the water-insoluble high-density tar phase, the
“prinary tar fractions, ace pusified 10 remove compe-
sents of seroke which are most harfel o huan
Beslth, They may then be suitsble for use s sucl in o
i faods or far the praduction of derived smake llavaur-
ings made by Further appropriae ph prrocessi
such s extraction procedures, disilluien, concentration
ation, hsorption af nembrang separatian a1
an 15, other flavourings, food
additves o sobveits bl prejudice 1o more specific
Comnsunity legistation.
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Article 4

General use and safety requirements

1.  The use of smoke flavourings in or on foods shall only be
authorised if it is sufficiently demonstrated that

— it does not present risks to human health,

— it does not mislead consumers.
Each authorisation may be subject to specific conditions of use.

2. No person shall place on the market a smoke flavouring
or any food in or on which such a smoke flavouring is present
if the smoke flavouring is not a primary product authorised in
accordance with Article 6, or if is not derived therefrom, and if
the conditions of use laid down in the authorisation in accor-
dance with this Regulation are not adhered to.
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Article 5
Conditions of production

1. The wood used for the production of primary products
shall not have been treated, whether intentionally or uninten-
tionally, with chemical substances during the six months imme-
diately preceding felling or subsequent thereto, unless it can be
demonstrated that the substance used for the treatment does
not give rise to potentially toxic substances during combustion.

The person who places on the market primary products must
be able to demonstrate by appropriate certification or docu-
mentation that the requirements laid down in the first subpara-
graph have been met.

2. The conditions for the production of primary products
are laid down in Annex L. The water-insoluble oily phase which
is a by-product of the process shall not be used for the produc-
tion of smoke flavourings.

RV

3.  Without prejudice to other Community legislation,
primary products may be further processed by appropriate
physical processes for the production of derived smoke flavour- 1o
ings. Where opinions differ as to whether a particular physical
process is appropriate, a decision may be reached in accor-
dance with the procedure referred to in Article 19(2).
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Article 7
Application for authorisation

1. To obtain the inclusion of a primary product in the list

referred to in Article 6(1), an application shall be submitted in
accordance with the following provisions.

2. (a) The application shall be sent to the competent authority
of a Member State.

(b) The competent authority:

(i) shall acknowledge receipt of the application in
writing to the applicant within 14 days of its
receipt. The acknowledgement shall state the date
of receipt of the application;

(i) shall inform without delay the European Food
Safety Authority (hereinafter referred to as the
‘Authority); and

(iti) shall make the application and any supplementary
information supplied by the applicant available to

the Authority.

(¢) The Authority shall inform without delay the other
Member States and the Commission of the application
and shall make the application and any supplementary
information supplied by the applicant available to them.

3. The application shall be accompanied by the following:
(a) the name and address of the applicant;
(b) the information listed in Annex II;

(c) a reasoned statement affirming that the product complies
with Article 4(1), first indent;

(d) a summary of the dossier.

4. The Authority shall publish detailed guidance concerning
the preparation and the submission of the application (').
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ANNEX T

Conditions for the production of primary products

. Smoke s pencrated from the wood referred o in Article 5{1). Herbs, spices, twigs of juniper and odps, needles and

cones of piren may be added if they are frec of residues of intentional or unintentional chemical treatment or if they
comply with more specific Community legistation. The sowrnce material is subjocted to controlled buming, dry distilla-
tion ar treatment with superheated steam in a controlled oxygen environment with a maximum temperature of
600 "C.

. The smoke is condensed. Warter andfor, without prejudice to other Community legislation, solvents may be added to

achieve phase separation. Physical processes may be wed for isolation, fractionation andfor purification to obtain the
following phases:

fa) & water-based “primary smoke condensare’ mainly containing carboxylic acids, carbonylic and  phenolic
compounds, having a maximum content of:

benza|a]pyrene 10 pgfke
benzjalanthracene 10 pgflp

{b) a water-insoluble high-density tar phase which during the phase separation will precipitace, and which cannat be
used as such for the production of smoke flavourings but only after approgriate physical processing to obtain

fractions from this water-insoluble tar phase which are low in polyorclic aromatic hydrocarbons, already defined
as ‘primary tar fractions, having a maximum content of:

benzala]pyrens 10 pglkg
benzaanthracene 0 pglkp
{gh a water-insoluble oily phase.

If no phase scparation has occurred during or after the condensation, the smoke condensate obtained must be
reparded as a water-insoluble hi%h-d-:mj:y tar phase, and must be processed by appropriate physical processing w
obtain primary tar fractions which stay within the specified limis,

ANNEX T

Information necessary for the scientific evaluation of primary produces

The information should be compiled in zccordance with the guidelines seferred to in Article 7(4) and should be
submitted as described cherein, Without prejudice to Aricle &{2), the following information should be included in the
application for authorisation referred to in Article 7

1.

1

the type of wood used for the production of the primary product;

detailed information on the production methods of the primary produces and the further processing in the produc-
tion of derived smoke fAavourings;

. the qualitative and quantitative chemical composition of the E;jmary product and the charactesization of the E-oninn

which has not been identified. OF major impostance ase the chemical specifications of the primarny product and infor-
mation on the stability and the degree of variabilite of the chemical composition. The portions which have not been
identificd, ie. the amount of substances whose cherical structure is not known, showld be as small as possible and
showuld be characterised by appropriane analytical methods, eg. chromatographic or spectrometric methods;

. a validated analytical method for sampling, identification and characterisation of the primary product;
. information on the intended wse levels in or on specific foods or food cateporics;

. toaieonkogical daca Following the advice of the Scientific Committee on Food given in its seport on smoke flavourings

of 25 June 1993 or its latest update.
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ANNEXH
Union list of food additives approved for use in foods and conditions of use
P4RTA
L. Intreduction
Thus Union list includes:
YME3¥

— the name of the food additive and uts E-number; 23 an alternative more specific E-numbers and names listed 1 Commission Regulation (EU) No
235172012 ( ) may be used, excluding synonyms, if the named food additives have indeed been added to a certain food,

M2

—  the foods to which the food additive may be added,

—  the conditions under which the food additive may be used,

— restnichons on the sale of the food additive directly to the final consumer.
1. General provisions on listed food additives and conditions of use

YME3¥

1. Only the substances listed in Part B, as specified by Regulation (EU) No 231/2012, may be used as additives in foods, unless more specifically
provided for in Pan E,

a2
1. Additives may only be used in the foods and under the conditions set out in Part E of this Annex.

3. InPan E of this Annex, foods are listed on the basis of food categories set out in Part D of this Annex and additives are grouped on the basis of
definitions set out in Part C of this Annex.

M7
4. Aluminium lakes prepared from all colours listed in Table 1 of Part B are authorised unnl 31 July 2014.

From I August 2014 only aluminium lakes prepared from the colours listed in Table 3 of this Part A are authonsed and only in those food categonies where
provisions on maximum limits on aluminium coming from lakes are explicitly stated in PantE.

YMOS ¥
5. The colours E 123, E 127, E 160b(3), E 160b(i1), E 161g, E 171, E 173 and E 180 and mixmres thereof may not be sold directly to the consumer.

va2d
6. The substances listed under numbers E 407, E 4072 and E 440 may be standardised with sugars, on condition that this is stated i addition to the
number and designation.

Yot AZH/IN =52 AE, Mz 2 ZE HO[EH|0]A0A
A
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ANNEX I
Presence of certain substanoe:s

Part Az Substances which shall oot be added as such to food
Agarie asd

Aloin

Capaaicin

1. 2=-BermopyTane, Salmmauin

Hyperizine

Hetasasarane

T-Allyl-d-methnbenzas, estamls
Hydroeymaie agid

Mdetluafucms

dedillyla ] Zedimethoocrbenzene, nethylegenol
Pulegone

Chunssin

1-Allyl- 5 4 -nverhylenes dioey benzens, safole
Tewain A

Thizjees Lalpha ansd besad

Part B Maxiennm bevels of cerrain substanees, aafursfly presiet in faveorings aod foed ingredients with favouring
properies, in certaim compound food as consumeed to which Mavoarings andor food inpredients with flavouriog properdzes have
b added
MNanie of the substrnce Compound dood b which the Maxsnuwm
presence of the snbelance is Leved moke
mestricted
12 arans Alzchela beverages 1.0
| -Alivl-d-nisthoxybenzene, Drzirye gerodizeis G0
Eatragal b Proccusd frans, vegewbles Gecl. 5O
moushroeocmes, fiingt, reots, bebers,
poless 20d lepmmss), s and sseds
i o
® BH HS e
SaN I 5Y 22O =X
- Part Ar AE0 AHE b= o He =2
- Part B: &= H 2| §=0] 2l AFVIE0| 71 &8 =8 AF oA,
2 2 30| H20| NANOZ HRE SH 29| Al of8 47
BE4 IV gz H 0l g2 4t Al AE0] AMigtEs =2
- Part Ar gfm 3 o] dE= 4t Al AE0| gXE= =2
- Part B: §8 S20M 4 stz H 0] 429 AXA
REA VX gmol Wi 21 A EX2| e W £ =29 Z|H oI VIE
- Part A: Mt &4
- Part B: §8 =29 zlf 518 /I&
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STERAHE AFTIE FE-EHE 15- A IEE ABE £+ U= =2
DBYH (Australia New Zealand Food Standards Code - Schedule

15 -Substances that may be used as food additives)

el 7| SFFEUHE MEIIEH(FSANZ)
DBUE olgE AME iE =5
HE FA https://www.legislation.gov.au/F2015L00439/latest/text
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Collection: All Date: Effective Latest
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> Status (AF) > Collections (Al >
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Constitution Legi e nstruments

[ood Standards Australia New Zeaiand A1 1991

View document | Legisiative instrument .

Schedule 15 Substa

Note?  This instrument is u sisndard under the 7ol

£ « ¢ » » T OB

Tent Code See alio section 1113
Substances vied 8 foid sackives o' regf

. contang assecaned leitriclans b paragngh 13 I—!ﬂm ang
®  sets ot maximum pemitied vels for sacton 1.3.1—d

Note?  The provisices of e Code that apply in Mw Zealand s incerporsted in, of adapted wader, the Food Aot 2074 (NZ). Gew alse saction 1112
515—1 Name
This Standar s Ausiralis New Zeakan Fond Standards Cooe - Schackie 15 = Sulvstances Thal may ba used a food additves)

Node :mmmmn

Mmmuaun‘"rﬁ?ﬂlﬁ the date 1pecifed Garete and the New
ummnuuwm zmneuw‘,mmqﬁ»wvwmm
$15—-2 Permi o use sub as food addit
Unless the table io sechon 515—5 expressly provides othenwise, for sach class of food the

Ak 10 sechon $15—5, d!MﬂmMﬂmb&MmaMMMnM!kﬂdwﬂhnMdmaeﬂmhlm

(&) Any of the sutstanoss Esiad directly under The heading:

)  anyof the subsiances ksted directly under a higher-lavel headng.

Frampls  Freta 234, b L3 and 4 Homwvat, 3 4341433
42l 3 are el highes-bevel hediogs.

Mot In mamy chses, DR b mOTe Nan 1 SubSIEYCE k5 S1ecty under 3 heading

5153 Preparations of food additives
ifa y b "usad &% a food add tha tabla lo section 515—5:
{a) the substance may be added in the form of a preparation of the substance; and

oid E=ol 24 ¢

v& Instruments

nts

Ardministrative Arrangements Prerog;

itution Acts Laegislative instn

PR pr——— - 000 000000600

N Wl
e 12
|

Mayonnase, miistard,
and refishes.

121 Salt and salf substitutes

1211 Salt

341 Calcium phesphates GMP

|1 Femic ammanium citrate GMP

504 Magnesam carbonales GMP

635 Sodum lerrocyanide 50 totad of sodwm and

536 Potassium fermcyaride S potassium emocyanide

R Gds

552 Calcum sibeat G 1

556 J‘:‘.alwn abursraum silicale GMP

1212 Reduced sodium salt mixture

Addrees parmimied at GMP

Colourings permitted at GMP

Calourings permitied to a madmum level
1213 Salt substitute

Additves permiied at GMP

Colourings permitted at GMP

Colourings permetied (o 3 mancmum kel

359 Ammonium adpate GMP
383 Suerinic aod GMP
1001 o of acetie carbon ritric. [<l1]:]
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INSEIZ, AZ2EVIE MM, 2187 IF(MRL), 24 82 HEES HSotl AUCH
PDF, Word &Al02 [}22C Jts

'(I)% OjA] f=H: FAZE(Calcium silicate)

Gazettes Administrative Amangements

View document Legislative instrument - o o o ° ° ° ° ° e o
=2

NG (if any) Description

x
comum siicane m
e 12 Salts and condiments
] Rosemary exiract < Previous Nest >

and rakshes

121 Sait and salt substitutes

1214 sait

341 Caloum phosphates. GMP

a8 Fesnc ammonam citrate GMP

04 Magnesium carbonales Gue

cyarde total of sotium and
potassium fermocyanide
GMP ! |

. g " et
456 Calcium alimmum siicate ome
124.2 Reduced sodium salt mixture

Additives permitted at GMP

Colourings pemymed a1 GMP
Colourings perminad 10 & maxdimum kval
1243 Salt substiate
Additrves permitied at GMP
Colowings peemisiod 3t GMP
Colounrgs permiied to  maamur level

350 Ammonium adpate cmP
%3 Succinic ackd GMP
1004 Chal of arene caronae ciric GMP

@ INS: 552
AMEHIIE MM fitds

® Z|tH5IE71&E: GMP
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‘Food Safety and Standards(Food Products and Food Additives)

Regulations, 2011 24

A food Low Tum r— Ispechions Infamational Co-cperation Ciicans Skatee Glag b B o tooker e 33 T

Productstandards  Health supplements  Proprietaryfood  Non-SpecifiedFood  VeganFood  OrgaricFood  Exportsonly  Packaging Gza K:F'

Ao pahtan

2 Food Satety aea S [Packaging and LabeSing] Regetations, 2011 & sire{ 0.00 MB)
ceuticals, Foo e Special Dietary Lises, Foods for Spedial Medics! Purpesue, Funclionsl Foods snd Movel Food) Reguistiors, 2014 s sized 2.1 MB)

4 Foooxd Satety u [ or Hesith Sopplements, b

5. Focd Safety iy (i Fosoct) fgulationd, 2017,

& Food Sl cohaic lveragen) Ragudstions, 2

[Fontitication of Food) Aegulation. 2018 m sized 202 Ml

7. Food Safety and Stand,
For il rveland ndon ot @ fod product ol sing Fhense sae (FSOA

2 8 SAA(YAOIE I HIHGY oy MY HR2E HEY)

APESTEYOF HEALTHAND FAMILY WELFARE
(Foeodl Safety and Standards Autbority of India)
Netificalion
New Deli, dated the 1* Asgast, 2011
FNa. 2- 150053020010 Wheteat = exerciic of the powent confoned by clase (g of sub s teen {2} ection 91 sead wath
wection 20 of Food Safety md Staadards Act, 200634 0f 2008} the Feod Saleey and Sundards Avthority of Lodia proposes

o make Food Safety sod Stiadards Regalations i oo e 30 they celatet 1o Food Sadety and Standads (Contananacss,
Tonmn and Reidars) Regulanoss, 1011, and,

Wheteat theis deafh Regalisions were publabed 1o conselidated form 3t pagen | 10 776 20 e Gaxerie of [ndia
Eatracrdunary Pan 1 - Soctas 4 dated 20 Octobed 2010 srvatisg edypoctions acd suggeitions fons all persas ikely to be
affecied shedelry bedoee the expany of the period ofthary days oo the daseva whash the copors of the Gazenic conttising
the sl potification wees mads svalable fo the public;

And whiereat the copics of the Gazerne were paade availsble wabe poblic onthe 217 Oosher 2000;

And mheress objectiont aad vegieisons indesved foe the withes the d proad on the 1aid
draft Regul have been considered and fimalized by the Food Safety und Stndards Authority of India.

New theerefiee, the Food Safery and Sundards Authorsty of Indem heselyr make the folboweng Regoluion, samely.-
FOODSAFETY AND STANDABRDS (CONTAMIMANTS, TONDNS AND RESIDUES REGULATIONS, 2011

CHAFTER 1
GEIxAL

1.1 Shert title and commencensent-

1,11 These megulations may be called the Food Safery and Smadasds (Contamimasn, toxms and Reiduct)
Regalanam, 2011

1 1.2: These rgulanens shall conse 2o force on o7 afbey 5 Amgot, 2011
1Lt Defimmom-
1.2.1: Inthees regulstons unless the context olheranee requires:
1. "Crop comtaminani” means 2oy wabwixnce ot intentsonally sbded 10 food, but which gets added po anticles
of food i the process of thear prodecton (inclidmg operations carmied oul in crop bushandry, animal husbandiy

s vetermnary mediome), mammficture, grocessing. preparation, trestment, packing. packazing transpoct or bobding
of artucbes of such food aa a rexelt of envmoomiental contamination

CHAFTER I
Coemamuoey, Toxms AvD REImUE

284



O Ctri+E Aol dMotlXt ot &5 M = AFH/tE 7IE =l
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Table 14 -
List of food ndditives for use in Milk products 3
=
% N :
B =
i i § 1 g b
{ I i1 i L g
: I O O A oL ob g
: i BB : IR i) f i
# 3 24 : & i § 33z 8 gqd £ s
E 3 1 3 & 7 8 s 10 u 12 13 14 15
A Stabibisers smd seslfiees siughy or i combinstion expreesed 3¢ askydrows ubstaste 5 g
| Sodwm Potaswsm sed calcinm chioride - y - , . = - 53 as
Sodizm, Potavsnn sad caleius carborate - = 2 - & guist 4
Sodim, Potaiium aod ealsiva Ciute - - - =T e
I iins i
Caleinen salt of orbophosphore acid LB "i % ‘;E:i“!ﬁi £ 2 o
Caleium salt of polyphosphorsc acid . ?E ?z i T‘Eiiihag A
Potassizm salt of cethophosphoric seid - 8 gg 3 S‘,u_‘;i ) GMP %
Porssinam salt of polypaorphonc acid 2 = . i i g GMP
Sodium salt of orthophospharic acid i i f’!i GMP
Sodiem wh of palyphosphsese scid - & = - v E - GMP
I Camapresin 4 - E Sprp 150 mpg- - 1wk -
3 Sodoen Potssuum, Calciue asd -
Ammosium Algizates
4 Gelatie . z ) wely -
WK
5 Lecithing % S . : : = < = x5 g -
6 Pecrim - - - wekx - # - S - weky -
7 Sodism cabometty] celiulose . ’ . Sprg - u . . - W -
. Ay
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=l OAl  HERYH: RE {2 2HE(all types of yoghurts)

Table 14
List of food additives for use m Milk products

condensed milk

Cheese! Sliced! CutShredded
Milk powder and Cream powder

cheese
Processed cheess

Name of additives
Evaporated milk

51 B,

w | Buner

Whey powder
Chibana' Pascer

E 1™ | Al pes of yoghens
=

1 2 3 4

]

E{ | Processed chesse spread

A Stabalivers and emukafiers sngly of i condbination exprecved i

1 Sodinm, Potavsiom and calcium chloride - . s . = &
Sodinm, Potsium sod calcinm carbonate - = -
Sodinm, Potassium and calcinm Citrate - GMP
Caleinem salt of erthophosphonic ncid
Calerim salt of polyphosphoric ncid
Potactinm talt of orthophotphoric acid
Potssinm it of palyphosphoric acid
Sodinm salr of onbophoupboric scid
Sodism salt of polypbosphoric acid

1 Carrageenan - - - Sgkg N 150 mpiks.- - - - 10gkg -

%

GMP
GMP
GMP
GMP

T
o 11

e - - - g
:::::

Taeitkiny = = = = = = 2 + 25y~
6 Pectins - - - 10 g%z 8 - - - - - ST = —
max max

7 Sodimm carboxymethyl cellulose = = = 5 gkg = = = = - 10egke -

max max

CIOCLICC

7l2t71e: 2t 6 g/kg dl&(Max. 5 g/kg)

LIEE, ZE, Z5, Y425 LX|H0|E: GMP 7|&0| TS
MatEl: 2§ 10 g/kg ol&(Max. 10 g/kg)

ZIAIEL ZO 10 g/kg ol&(Max. 10 g/kg)

WEl: X 10 g/kg 518(Max. 10 g/kg)

LEE 7I22A|HYMEZA: 2} 5 g/kg d12(Max. 5 g/kg)

CNCHNONORCONC
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&H: ascorbic acid(Vitamin C)

@ CNS: 04.014

@ INS: 300
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173 |alpha-amydainnany| isavalernte =T TN AL L=t IZFILE 4 740301

T2861-27-7
174 |(Sars-gacenaic asid (Sors)-FEs 400 Fik Bttt § | 85382-03-6
85382-04-7

175 [trans-anathole trang =T Tk =L ?:J—JLI—'F'Jb!ﬂ 19| 4180-23-8
—(1 ] (2 3) 45 ¢
177 [angelic acid T Tk HiLhREE & 565-63-9
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184 |anisaidchyde propyieneglyonl acetal izx?m_"tx e i I=T/LIE 1| B44-32-0
185 |anizic azid Fabeult Tl EETE SR 13 |00-09-4
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@ B Aghz

@ =F Hs: 6

® CAS #5: 565-63-9
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[Carmine [ o AE1E A0 RS &(Dacnlopies & £ %5 © % ¥ #(Phycocyaniny
coccus Costa) [Tamarind Color |8 /@ L+ |A. | B /8 L7 (lamarindus
£ 5 ¢ 39585 As(Carminic acid) & & imedica L)HEF
£ i 5 @ 43 a(Flavonoids)
hlorophyll EE T BT T A HLE AR ROT R il mglkg BUF [Tomate Color & 458K RF EREREW
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StH SHHQ| ‘Health Claims’2 ‘EU Register of Health Claims’ &

European |
Commission

B Engiien

Food and Feed Information Portal Database

Eurzpean Commission > Food 3 Food and Feed infermation Portal

Search |

Search all domains

Decontamination Substances

The Comenission has established a Ewopaan
Urion data base of substances, other than
potabia water, authorzed 1o remave surfsos
contamination from products of animal cigin in
accerdance wilh Articie 32} of Reguiation (EC)
Mo BS32004.

+ Search for Decontaminabon Subslances

Food Allergens

This dalebase is a searchabln fool mforming on
substances or products causing allergies or
intplerances gs bsted in Annex I ip Regulation

Feed Additives

The Gommissian has establshed the Eurcpean
Unéon Register of Feed Addilives, which is
regulzdy updated. and it makes raferencelinks
to the retavant authodisation Regulations:
Thaose Regulations nclude the specific
requirements for placing the sddives on the
EFard EEAmarked

Search Fead Adetves

Search Fead Addtves sulhorizatons
Diownioed Register in Excal lomat
Latest updates to the Regster

o Aschived expired authonsations (PDF)
APl

Diiselainir

Food Contact Materials

Thes ditishasa i5 & searchable ool mforming
whout Foed Gontzcl Matarials Unicn Regisie:
of racycling installabons, faciliies, companies,

Faood Additives

This dafabase is & searchable tos! informing
aboul the food addilives approved far use in
Foad in She EL) and thair conditions of use. Itis
based on the Uinion list of sppeovad food
edaitivers laid down in Annex 1 to Regulation
(EC) Ko 13332008

+ Saarch for Addives
+ Browss by categories

Europaan Legeialion on Food Addines
Inlcemation documents

. APIS

Disclamsar

.

.

.

Food Flavouring

This distahase is # soarchibi tool informing
ot the Navouring subslances approved for
usa in food m the EU end their conditions of

(EU) No 116872011 of the European Parfiament
and of the Coundl on the provision of food
information 10 CONSUMBs.

+  Search for Allergens

Genaetically Modified
Organisms

Thesa saarch engines cover the Community
ragister of GM food and feed (Reguiation (EC)
1829/2003]. the pending. and

schemas, authorisations and novel recycling
technologies as descibed in Reg 202211616
under At 24 Search the EU register of

+ Recycling Companies
Recycling Facilities
Racycling Installations
+  Disclaimer

Health Claims

The search tool only allows searches for haalth

claims, and not nutrition claims.

l ELI Register of Health Claims. I

expired GM products [Regulation (EU)
619/2011) and GMOs authorised under
Directive 2001/18/EC

« Search genetically modified Food and
Fead

= Search Ganetically Modified Organtsms -

Part B notifications (experimental releases)
Search Part C notifications (placing on the
market)

Novel Food

The lmplemanting Regulation establishing the
[est of novel foods compiles all the authortsed
novel foods in the European Uinion to date it
includes their conditions of use, labelling
requirements, and their specifications.

« Union List of authorised novel foods

«  Novel Food status Catalague

. gm‘ updates 10 the Movel Food status

talogue

« APls

individual authorisation procedurs

+ Download Reglster in Excel format
« APl

Nutrients

This database is a searchable tool informing
abaout the nutritional substances such as
vilamins, minerals and others that are
approved for use in the EU

= Search for Nutrients
+ Disclaimer

use. Itis based on the Uinion list of approved
flavourings and source materials laid down in
Annex | 1o Regulation (EC) No 13342008

+ Search for food flavouring

Browse by categaries

Europaan Legislation on Food Bavourings
* APls

Disclaimer

Infant Formulae & Follow-on
Formulae manufactured from
protein hydrolysates

Tha search tool allows for searches for bath
infant formulae and follow-on formulae

« Search for infant Formulae and Follow-on
Farmulas

Smoke flavourings

This database is a searchable tool informing
about the smoke flavouring products approved
far use in the EU and their condiions of use. It
is based on the Union list of authorised smoke
Ravouring primary products for use as such in
ar on faads andior for the production of derbved
smoke flavouring laid down in Annex 1o
Regulation (EC) No 1321:2013,

+ Search for Smoke flavourings

» Browse by calegories

= Euwropean Legislation on Smoke
flavourings

« APls

Disclaimer
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SEARCH OPTIONS ; :
Health Claims (1 matching records)
Claim Status
‘ : . chilosan Search
Authorised v )
Type of Claim Chitosan -

Chitosan contributes to the maintenance of normal blood cholesterol levels Authotized
Al n Hesith relationship: maintenance of normal blood LDL-cholesterol concentrations
EFSA opinion reference
~ M
Legislation
.

Protection of proprietary data

granted
I Clear filters |

oid H=o JM H& =2l

Characteristics

Entry I 4663

Nitriant Substancs

foud o food catogory. - T125ER

Claien type Aat 1301}

Siaties Autherisad

Claim

Chitosan contribestes to the i of nermal blood chols | bervads

Conditions of use of the claim / Restriction of use / Reasons for non-
authorisation

The claim may be used anly for food which provides a daly intake of 3 g of chitasan. In arder ba bear the claim
Information shall b givan ta thiat the: banafick abesined with a daity Intake of 3 g of
chitasan

Health relationship

maintenance of ¢ | bioad LDL-cholesierol

EFS8A Opinion reference
011.9E) 2214

Legislation

Addition Commission Reguistion [EU) 4322012

Health claim for which protection of proprietary data has been
granted
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authorisation

Health relationship

EFSA Opinion reference
2011,9(6) 2214
Legislation

Addition Commission Regulation (EU) 43272012
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Health claim for which protection of proprietary data has been
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In titie Intext B} Save to My searches ™ Create in My RSS alerts o
a8 s h E W RSS
a
| Resuits 1- 10 of 849 - 2>
« By year of document
= £ Export v
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ANNEX
Nutrition claims and conditions applying to them

LOW ENERGY

A claim that a food is low in energy, and any claim likely to have the same g for the er, may only be made where the
product does not contain more than 40 keal (170 kJ)Y100 g for solids or more than 20 keal (80 kI)/100 ml for liquids. For table-top
sweeteners the limit of 4 keal (17 kJ)/portion, with equivalent sweetening properties to 6 g of sucrose (approximately one teaspoon of
sucrose), applies.

ENERGY-REDUCED

A claim that a food is energy-reduced, and any claim likely to have the same meaning for the consumer, may only be made where the
energy value is reduced by at least 30 %, with an indication of the characteristic(s) which make(s) the food reduced in its total energy
value.

ENERGY-FREE

A claim that a food is energy-free, and any claim likely to have the same meaning for the consumer, may only be made where the
product does not contain more than 4 keal (17 kTV100 ml. For table-top sweeteners the limit of 0.4 keal (1.7 kI)/portion, with equivalent
sweetening properties to 6 g of sucrose (approximately one teaspoon of sucrose), applies.

LOW-FAT

A claim that a food is low in fat, and any claim likely to have the same meaning for the consumer, may only be made where the product
contains no more than 3 g of fat per 100 g for solids or 1,5 g of fat per 100m] for liquids (1,8 g of fat per 100 ml for semi-skimmed
milk).

FAT-FREE

A claim that a food is fat-free, and any claim likely to have the same meaning for the consumer, may only be made where the product
contains no more than 0,5 g of fat per 100 g or 100 ml. However, claims expressed as “X % fat-free’ shall be prohibited.

LOW-SATURATED FAT

A claim that a food is low in saturated fat, and any claim likely to have the same meaning for the consumer, may only be made if the
sum of saturated fatty acids and trans-fatty acids in the product does not exceed 1.5 g perl00 g for solids or 0,75 g/100 ml for liquids
and in either case the sum of satwrated fatty acids and trans-fatty acids must not provide more than 10 % of energy.
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ANNEX
Nuftrition claims and conditions applying to them
LOW ENERGY

A claim that a food is low in energy, and any claim likely to have the same meaning for the consumer, may only be made where the
product does not contain more than 40 keal (170 kJ¥100 g for solids or more than 20 keal (80 kJ)/100 ml for liquids. For table-top
sweeteners the limit of 4 keal (17 kJ)/portion, with equivalent sweetening properties to 6 g of sucrose (approximately one teaspoon of
sucrose), applies.

ENERGY-REDUCED

A claim that a food is energy-reduced, and any claim likely to have the same meaning for the consumer, may only be made where the
energy value is reduced by at least 30 %, with an indication of the characteristic(s) which make(s) the food reduced in its total energy
value.

ENERGY-FREE

A claim that a food is energy-free, and any claim likely to have the same meaning for the consumer, may only be made where the
product doss not contain more than 4 keal (17 kIV100 ml, For table-top swesteners the limit of 0.4 keal (1.7 kT portion, with equivalent
sweetening properties to 6 g of sucrose (approximately one teaspoon of sucrose), applies.

LOW-FAT

A claim that a food is low in fat, and any claim likely to have the same meaning for the consumer, may only be made where the product
contains no more than 3 g of fat per 100 g for solids or 1,5 g of fat per 100m] for liquids (1,8 g of fat per 100 ml for semi-skimmed
milk).

FAT-FREE
A claim that a food is fat-free, and any claim likely to have the same meaning for the consumer, may only be made where the product
contains no more than 0,5 g of fat per 100 g or 100 ml. However, claims expressed as X % fat-free” shall be prohibited.

LOW-SATURATED FAT

A claim that a food is low in saturated fat, and any claim likely to have the same meaning for the consumer, may only be made if the
sum of satwated fatty acids and trans-fatty acids in the product does not exceed 1.5 g perl00 g for solids or 0,75 /100 ml for liquids
and in either case the sum of saturated fatty acids and trans-fatty acids must not provide more than 10 % of energy.
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LOW ENERGY

A claim that a food is low in energy, and
any claim likely to have the same
meaning for the consumer, may only be
made where the product does not contain
more than 40 kcal (170 kJ)/100 g for
solids or more than 20 kcal (80 kJ)/100
ml for liquids. For table-top sweeteners
the limit of 4 kcal (17 kJ)/portion, with
equivalent sweetening properties to 6 g
of sucrose (approximately one teaspoon
of sucrose), applies.

ENERGY-REDUCED

A claim that a food is energy-reduced,
and any claim likely to have the same
meaning for the consumer, may only be
made where the energy value is reduced
by at least 30%, with an indication of the
characteristic(s) which make(s) the food
reduced in its total energy value.
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Table 6—Indications relating to the immune system

Indications relating to the immune system

Column 1l Column 2 Column 3 Column 4
10 Helps enhance/improve/promote immune system Scientific or  Product presentation must
function Traditional not imply or refer to serious

immunological diseases.
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Wtamins and minerals which may be used in the manufacture of food supplements
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ANMEX 1
Vitamins and minerals which may be used in the manufacture of food supplements
1. Vitamins
Vitamin A (pg RE)
Vitamin D (pg)
iitamin E {mg o-TE}
Vitamin K (pa)
Vitamin B1 {mg)
Vitamin B2 {mg)
Nigcin [mg NE)
Pantathenic acid {mg)
Vitamin B& {mg)
Falic acid (g}
Vitamin B12 (pg)
Biotin (pg)
Vitamin C (mg}

2. Minerals
Calcium (mg)
Magnesium (mg)
Tron {mg)

Capper {pg)
Todine (ug)

Zinc {mg)
Manganese {mg]
Sodium {ma)
Potassium {mg)
Selenium {jig)
Chramium (g
Melybdenum {pg)
Fluoride {mg)
Chloride (mg)

Phosphorus {mg}
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HIRE (ug)

HIEF2I C (mg)
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OFI4E (mg)

HE (mg)

72| (ug)

22E (ug)

0t (mg)

47t (mg)

LEE (mg)

ZE (mg)

s (ug)

3& (ug)

=2/28l (ug)
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REGULATIONS

REGULATION (EU) 3015/2283 OF THE EUROPEAN PARLIAMENT AND OF THE COURCIL
of 1§ Nevember 2015

o novel foods, smending Regulation (EU) No | 169[3011 of the Farlament and of the
Coumcal and repealing R@ﬂa:m (EC) Mo 25807 ol the Burapes b and of the Commail
and Conanstoson Regulition (EC) Mo isih‘Ml

{Fens with EEA rebrvancs)
THE EUROFEAN PARLLAMENT AND THE COURCIL OF THE EUROPEAN UHION,
Hivinglr'uﬂmﬂ:'l'ml?oﬂ &mlinrﬁmﬂrlgnflh&mnh‘rﬂ:ﬂ,uﬂ inpaﬂ'mﬂ.lrmirh 114 thereof,

Having regard 1o the proposal from the irspen &

After ensmiszon of the draft bepislative act to the national pasiiaenenis,

&mmmﬁrwdﬂwmﬂ“ and Social C L
Actiesg in socordance wich the ondinary beptedove proceduse (7,
Whereas:

{1} The free movement of safe and whelerame food it an exzensal stpect of the insermal markes and contrbuses -
Differences between

mﬁcw?wlhhﬂhmdwﬂ-hﬂngﬂrmmdwmmmnﬂmdumm

laws concerning the mafery ameniment and mahovizaion of povel feods nuy hinder the free mevement

of such fopd, thereby creating begal uncertainty and unfair conditions of competitian,

(3] .i.depmxmﬁmmﬁadﬂm{mﬂ&ﬂumwmnﬁh

indernal muarket meeds bo be ammaned in the pursuit of Union food policies, whil

lewed of protection and Empeovensent of the quals nl'h-r et Mohm ofﬂtl.l'm:ﬂl
the envirenment are amony ives a1
eatablished in che Treaty on Furopean Unien | uhwwdmﬂnhmﬁwhgdwhﬂﬂu

(3 Usion kgidation applicable to food is
inchuding movel foods imported from third countries.

is. also appticabile 16 novel foods placed on the markes within the Unson,
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CHAPTER I

REQUIREMENTS FOR PLACING NOVEL FOODS ON THE MARKET WITHIN THE UNION
Article 6
Union list of authorised novel foods

1. The Commission shall establish and update a Union list of novel foods authorised to be placed on the market
within the Union in accordance with Articles 7, 8 and 9 (‘the Union list).

2. Only novel foods authorised and included in the Union list may be placed on the market within the Union as

such, or used in or on foods, in accordance with the conditions of use and the labelling requirements specified therein.

Article 7
General conditions for inclusion of novel foods in the Union list

The Commission shall only authorise and include a novel food in the Union list if it complies with the following
conditions:

{a) the food does not, on the basis of the scientific evidence available, pose a safety risk to human health;

(b) the food’s intended use does not mislead the consumer, especially when the food is intended to replace another food
and there is a significant change in the nutritional value;

{c) where the food is intended to replace another food, it does not differ from that food in such a way that its normal
consumption would be nutritionally disadvantageous for the consumer.
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CHAFTER [

AUTHORISATION FROCEDURES FOR A NOVEL FOOD

SECTION 1

General rules
Article 10

Procedure for authorising the placing on the market within the Union of a novel food and updating the
Union list

1.  The procedure for authorising the placing on the market within the Union of a novel food and updating of the
Union list provided for in Article 9 shall start either on the Commizsion’ initiative or following an application to the
Commission by an applicant. The Commission shall make the application available to the Member States without delay.
The Commizsion shall make the summary of the application, basad on the information referred ro in poines (a), (b)
and (g of paragraph I of thiz Articls, publicly available.

2. The application for an authorization shall include:

{a} the name and address of the applicant;
{b

the name and description of the novel food:

{c) the description of the preduction process(es):

{d) the detailed composition of the noval feod;

(e} scientific evidence demenstrating that the noval food does not poss a safety risk to human health;
{f) where appropriats, the analyziz method(z):

ig) a propozal for the conditions of intended use and for specific labelling requiremens which do not mislead the
consumer or a verifiable justification why these elements are not necessary.

3. Upon request by the Commission, the European Food Safery Authority (‘the Autharity) shall give its opinion as to
whether the update iz liakle to have an affect on human health.

4. When test methods are applied to engineered nanomaterial: az referred to in points (a) {viii) and (ix) of
Article 3{2), an explanation shall be provided by the applicants of their scientific appropriateness for nanomaterials and.
where applicable, of tha rechnical adaptarions or adjusrments thar have been made in order to respond to the specific
characteristics of those materials.

5. The procedure for authorizing the placing on the market within the Union of 2 novel foed and updating the Union
lizt as provided for in Artide @ shall end with the adeption of an implamenting act in accordance with Arricle 12

6. By way of derogation from paragraph 3, the Commission may tsrminate the procedure ar any stage. and decide
not bo proceed with an update, where it considers that such an update is not justified.

In such cases, where applicable, the Commission shall take account of the views of Member States, the Auwthority's
opinion and any other legitimars factors ralevant to the updare under consideration.

The Commizsion shall inform the applicant and all Member Srates directly of the reazons for nor considering the updarte
to be justified. The Commission zhall make the list of zuch applications publicly availabls.

The applicant may withdraw itz applicadon at any time, thereby terminating the procedurs.
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Article 12
Authorisation of a novel food and updates of the Union list

1. Within seven months from the date of publication of the Authority’s opinion, the Commission shall submit to the
committee referred to in Article 30(1) a draft implementing act ::uthonsmg the placing on the market within the Union
of a novel food and updating the Union list, taking into account the following:

{a) the conditions provided for in points (a) and (b) of Article 7 and, where applicable, in point (c) of that Article;

(b) any relevant provision of Union law, including the precautionary principle as referred to in Article 7 of Regulation
(EC) No 178/2002;

(c) the Authority’s opinion;

(d) any other legitimate factors relevant to the application under consideration.

That implementing act shall be adopted in accordance with the examination procedure referred to in Article 30(3).

2. Where the Commission has not requested an opinion from the Authority in accordance with Article 10(3), the
seven-month period provided for in paragraph 1 of this Article shall start from the date on which a valid application is
received by the Commission in accordance with Article 10(1).
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CHAPTER TI
Organic Food Labelling and Certification

3. Manufacture,pack. sell ete.. of organic food.— No person shall manufacture. pack, sell. offer for sale, market
or ofherwise distnibute or impont any organic food unless they comply with the requirements laid down under these
megulations.

4. Applicability of the systems.— (1) The organic food offered or promoted for sale shall also comply with all the

applicable provisions of one of the following systems, mamely—

(1) Mational Programme for Organic Production (NPOP);
(i) Panticipatory Guarantee System for India (PGS-India)
(111) Any other system or standards as may be notified by the Food Authority from time to time.

(2) The Organic food which  is marketed through direet sales by the small original producer or producer
orzanization. as determined by the Food Authority from lime (o time, o the end consumer shall be exempied from
the provisions of the systems referred in sub-regulation (1),

3, Labelling.— (1} Labelling on the package of organic food shall convey full and accurale information on the
organic status of the product. Such product may carry a certification or quality assurance mark of one of the systems
mentioned in reaulation 4 in addition o the Food Safety and Standard Authonty of India™s organic logo,

(2) All organic foods shall comply with the packaging and labelling requirements specified under the Food Safcty
and Standards (Packaging and Labelling) Regulations, 2011 in addition to the labelling requiremants under ong of
the applicable systems mentioned in regulation 4.

6. Traceability.— shall be established upto the producer level as applicable under the systems mentioned in
regulation 4 and it shall include any other requirements prescribed by the Food Authority to maintain the organic
integrity of the food product.

7. Requirement to comply with the provision of the other regulations made under the Act.— Without prejudice
o the provisions of these regulations, all organic food shall comply with the relevant provisions, as applicable. under
the Food Safety and Standards (Food Product Standards and Food Additives) Regulations, 2011, The organic food
shall also comply with relevant provisions, as applicable under the Food Safety and Standards (Contaminants,
Toxins and Eesidues) Regulations. 2011 except for residues of insecticides for which the maximum limits shall be
5% of the maximum limits prescribed or Level of Quantification (LoQ) whichever is higher

& Display.— The seller of organic food either exclusively or as part of his retail merchandise shall display such
food in a manner distinguishatde from the display of non-organic foed.
CHAPTER I

Imports and Reciprecity
9. Import of organic food.— (1Organic food impons under bilateral or multilateral agreements on (he basis of
couivalence of standards between National Programme for Organic Production and the organic standards of the
mspective exporting countries shall not be required to be re-certified on import to India subject o their compliance
with the provisions of the Act, the rules and regulation made there under.
(2} The veganic food consignments referred 0 in sub-regulation—(1) shall be sccompanied by a fransaction
certificate issued by an Accredited Certification Body covered under the terms of the equivalence agreement,
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Number of Alcohollc Beverages 15 being manufactured in Indla or Imported from
the varlous countries since a long tme. As per the F&S Act Alcoholic Beverages is also
come under the definltion of food and F35A1 has mandate for providing safe and
wholesome food to public, therefore FSSAI framed the standards for Alcoholic
Beverages and notifled the zame to ensure the safety of Alcoholle Beverages.

The Food Safety and Standards (Feod Products Standards and Feod Additives)
Regulations, 2011 has the standard for only one Alcoholle Beverages Le. Toddy ar
clause (1) of the Sub-Regulation 2,105 related to Beverages - ALCOHOLIC, Due to
presence of various Alcohollc Beverages and thelr different requirements with respect
te thelr standards and labelling the seprate regulation for Alcoholic Beverages was
proposes and notified.

This regulations L.e. Food Safety and Standards [Alcoholic Beverages Standards)
Regulation, 2018, are the regulations specifying the standards for Alcohollc beverages
namely Distilled Alecholic Beverage [Brandy, Country Liguer. Gin. Rum, Vedka and
Whisky, Liguer or Alcoholic cordial), Wines and, Beer. It also specifies the specific
requirement for labelling of Alcoholle Beverages In addition to the labelling
requirements of Food Safety and Standards (Packaging and Labelling) Regulations,
2011. The specific labelling requirements ave declaration of alcohel content, labeling of
standard drink. not to contain any nutritienal Informatien, no health claim, restriction
on words ‘mon-intexlcating’ or words Implying similar meaning on label of beverage
containing more than 0.5 per cent aleohol by velume, Labelling of wine, Allergen
warning. stanitory warning ¢te.

These regulation came Into force from the date of thelr publication In Gazetie,
however the enforcement agalnst these standards will starts from 19 April 2009,
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TABLE-1

[See regulation 2.1]

Sr.
No.,

Charucteristics

Erandy o

Blended
Brandy

Country
Liguor or
Plain
Country
Liquor

Blended
Country
Liguors

Feany

Cashew

Coconut

Gin

Ligueur
for Cordi:
for Aperti

White
Rum

TVodka

Whisky

Malt o
KCirain
[Whisky

[Single
malt

Blended
Whisky

Pot Dis-
tilled
Spirits

i

2)

3

Cl]

51

161

(0]

(8)

(10}

()

[1ki]

(13

(14

(15)

(16}

(17}

Ethyl alcohol con-
tentat 20°C {per
cent by volume),
Max

361050

361030

191043

191043

191043

191043

15w

36w

3610
50

3610 50

3610 50

1

Residue on evapora.
tion per cent (mAv)
Max*

0l

500

40

Volatike acids as
acetic acid (ex-
pressed as g/100 1 of
ahsolute alco-
holiMax

100.0

1000

100.0

500

100

1000

500

500

10.0

500

1500

100.0

1500

Higher alcobls as
amyl alcobol {as
21001 of shsoluts
alcohol), Max

3500

2500

100.0

100.0

100.0

500

3500

750

7300

750

7300

‘Methyl alcohal

| (expressad as gl 1060 |
of distilled absolute
alcohol ), Max

100.0

00

150.00

absentl

0.0

00

1o

10.0

10.0

300

0.0

Toaal esters as ethyl
acetate (expressedas
21001 of absoluie

| alcohol ) Max

3500

2500

1500

100.0

S0.0

50,0

300

500

1500

150.0

500

2000

150.0

3500

7.

8

| lute alcohol). Max

i!r.mc akelnali,Ma:r

Furfural (expressed
as g/100 | of abso-

120

120

50

P}

120

10,0

50

120

60

120

(11]

Aldehydes s acetal-
dehyde (exprossed
as /100 1of absos

450

450

350

250

100

200

3o

300

150

150

350

50.0

ABLYg o

g

=




rE
fol

E M

=

(2)
20°CON O QTS SRU(FT H2S)
ALt
SUHRE ALY/ 4e28)
A2t
By MOMEY 7IE, 24 Y38
100 LE o), 2kt
D3 YASEIY YIS IIE A4
YIE 100 LY g), Zthat
e YBSERE 24 2T 100LE o),
202t

Z OIAEQOIMEM 0T 7I&E, &=
YIZ 100 LY g), =oAL
Tefd(@s YT2 100 LE g), Ztht
LHSIEOMELHSI0IE 7IE, &4
[e)

T2 100 LY g), ZCHEE

=1

100.0

600.0

150.0

350.0

12.0

45.0

1% i
2 o

36~50

2.0

100.0

350.0

100.0

250.0

12.0

45.0

2 ERE 57T
(5) (6)
19~43 19~43
1.0 1.0
100.0 50.0
250.0 250.0
50.0 50.0
150.0 100.0
12.0 12.0
35.0 35.0

lc°S
"I ueq

3

375



[AF o 3 7IE(Ze AS) 4]

e

DB W& =58 MEHE 55 MS

x~
d

I

Fa

https://fssai.gov.in/cms/product-standards.php

R HE U+ -

H e
od

DB H

I

Food Safety and Standards Authority of India &%

ﬁ Food Low Businesses Standards- Food Testing  Inspections. Infemational Co-cperation  Cifizens Siates Blogs About Us

Rt Scrmen Rooses Access 7y T {-J:l a0 n

T g
Act, 2006 Rules, 2011 Regulations  Advisorfes/Orders  FoodRecall  Notifications  Codex  RefoM  Fortification  SFV Portal Gzﬁ Za'(ﬁf"'
T Amiltahotsay

100FoodStreets  CitizenCharber  Regional Offices  Events  GFRS2024

FOLLOW US ON @) rssoinaio

M SOCIAL MEDIA -G
#fssai @lm\_mmod
== #eatrightindia

i
o 0.00’“0

 the healih benefits of illets is now LIVE] Tune in to Doordarshan National at 10: 30 FM on Sunday and regional DD channels to explore delicious and

fsat

recipes, i ia For more click... - * FSSAL has released State Food Saf

b Ocicker - 2024 under Intemship Scheme 2024 i Foed Safity-and Srandards Authority of India Updated oni27-09-20241  » GeM Bid Mo. GEM/2024/B/358T181. Io hire Training Poriner for 1 Loks Food Hondlersal € m

nth Medio trecenr (a1 Bl ¥ » Gobal sumel 2024

# FS3A1 slgn Mol with Brozlls Ministy of Agrlsutime and Lie m

Diiclima T cr e son nha i sckion e FESAL e cre o viewes iz e by o et oo e e et i v FSSAL T Hfomeicn locod 5 e o crd s mere complofion o arices ted o FSSALn oot o Foef st In s,

376



9| ‘Standards’ 22 % ‘Product standards’

fierm. Inbermiatics wallon Cifirsne Sioies Hoge A

Heaithsupplements  Proprietaryfood  MoneSpecifiedFood  VeganFood  Organic Food

Product Standards

T Resgul

L Foou Safety.and Standards [Food Prodoc

2 FoodSafety [Fortar o 3
3 Foo Sality mcd Starwtardh [Packaging and Labebing) Regutations, 2011, weiloe{ 008

traceuticals, Foods for Special Diatary Liser. Fonds for Spec 14 maled 2,108

and Hoved

4 Foor Safety and Yandards (Food or Heslth Suppleme:
5. Food Satety aec Standaris (Ogaric Foods) Repeation,
& Food Safety me 5 setands [
7.Food Satety e S aectirch IF:

For al rqweian niomation aboo! & Bod product Bl Snghe giance, pisrse see IFS04

7. mslred 147

o o oo Figulation, 2018 s sirned 202 M0}

=2 % Food Safety and Standards(Fortification of Food) Regulations, 2018 2=

e (=

Product standards ~ Health supplements  Proprietaryfood  Mon-SpecifiedFood  VeganFood  OrgaricFood  Exportsonly  Packaging

Inprogress  Comenittees Panels and Groups  FAGs on Standards

Product Standards
L Focd 2
2focd s L= e Toadna and Reslduesl R
2 Food Safet {Packagisg and Lal ulations, 2011
i pese, Functicnal Fi 2004, iz 2.4 MB)

Bemutieals, Foots for Special Dietary Uses, Fooss for Sped

4 Foext Safety wed Starssarss [Food o Hasith Scpplmsents, b
5. Foed Salety and Stansarcy [Dagiic Fosdal Regulations, 201

ontificartion of Food) Regulation. 3018 m s

7. Food Satety and

o il igveiant mlormaaticn aboul & food PIOJUCE ol 3ingi gMnce, Clba ee FS0A

377

|z G
"I ueq

3



g w8 SQUHEAOIE QF7t BIHSHY oy MY HRRE HY)

g Ao o wre-33p0ese REGLY N0k [ L 33000

Rl
Che Gazetie of Jndia

EXTRADRIMNARY
i I—EE 4
PART M—Sction 4
FUBLISHED BY AUTHORITY

T, 100 T e, WO, T 3, 2048/ 4FE 12, 1940
s, 200] NEW DELIIL FRIDAY, AUGUST & 20095HEAVANA 12 1950

TRy # AT S HATHT

. 2006 (2006 =1 34) 7t
ERE] 3

Hi ey ek

W e e R T R R T SRR I CE T

spvar T Fer i %

O P

s, w0 T afiRmE O ar a2 @ e (20 b s e

378



_

|

MHA
O

25 | (= 8HOIX)UIAM & 62401 it 2tz 7|

SCHEDULE-I
STANDARDS FOR FORTIFICATION OF FOODS
[ See sub-regulation (1) of regulation 4]

1 1) Iodized salt (when fortified with lodine)
2) Iron fortified iodized Salt (Double Fortified Salt) when fortified with Iron and Iodine Salt shall be fortified with
Iodine’ and may also be fortified with iron in combination” with iodine, at the level given in the table below:

SLNo. | Component Level of nutrients Source of nutrients

1. | Iodine content

(a) Manufacture level 20-30 parts per million (on dry | Potassium lodate
weight basis)
(b) Distribution channel

including retail level 15-30 parts per million (on dry
weight basis)
2. | Iron content (as Fe) 830-1100 parts per million Ferrous sulphate or Ferrous

Fumarate

'"The total matter insoluble in water where an anticaking agent has been added shall not exceed 2.2 per cent. and Sodium
Chloride content on dry basis shall not be less than 97.0 per cent by weight and it shall also conform other parameter as
mentioned under clause (1) of sub-regulation 2.9.30 of the Food Safety and Standards (Food Product Standards and
Food Additives) Regulations, 2011.

*Double fortified salt may contain Hydroxypropyl Methyl Cellulose, Titanium dioxide full Hydrogenated Soybean oil
and Sodium Hexametaphosphate (all food grade) and anticaking agent not more than 2.0 per cent. On dry weight basis
and the water insoluble matter wherein anticaking agent is used shall not exceed 2.2 per cent.

2. Fortified Oil: Vegetable Oil shall be fortified with the following micronutrients, at the level given in the table below:

S1. No. Nutrient Level of nutrient Source of nutrient

L Vitamin A 6 g RE- 9.9 ug RE per gm of oil Retinyl acetate or Retinyl palmitate

2. Vitamin D 0.11 pg—0.16 pg per gm of oil. *Cholecalciferol or *Ergocalciferol
(#Only from [Plant Source)

Note : Vitamin A (retinol): 1 IU= 0.3 pg RE (Retinol Equivalent); Vitamin D (Cholecalciferol or Ergocalciferol): 1 IU=
0.025 pg

2 His g
QRS a7, 0I5LaAg, ZelR, d2PR, Y2l0tEfortified atta), 22t Of0IL
(fortified maida), Z2hA0] T SUEEY, AER &, SHEZ X 52 MS

£ 6740| C§3t ME KTt PDF SAICZ2 CIR2C 7K=(24.11. 7|%)
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3. Fortified Milk

Toned, double toned, skimmed milk or standardized milk shall be fortified with the following micronutrients, at the level
given in the table below:

SL No. Nutrients Level of nuirient per litre of | Source of nutrient
toned/double toned/skimmed
milk/ Standardized Milk

1. Vitamin A 270 pg RE- 450 pgRE Retinyl acetate or Retinyl palmitate
Vitamin D ue-T.5ue *Cholecalciferol or *Erzocalciferal
(*Only from Plant source)

[

Note : Vitamin A (retinol): 1 IU= 0.3 pg RE (Retinol Equivalent); Vitamin D (Cholecalciferol or Ergocalciferol):
11U=0.025 pg

v 23R
XHLL(toned mlik), X222 (double toned milk), X122 (skimmed
ilk)

L= BEeld Rfc Off BO| BAE =222 LS9 0lF GYLS
7ot H=laliOF &

oco-lL=

Hs  gorys TR +5 XY

o|E|'E OfAlH|

1 BIERIA 270 ug RE-450 ug RE 05

o O

*ZUZAMHE E= "= IHAHS

2 HIEtZ D 5 ug-7.5 ug (FAZN 20 AR T1S)

a3

« HIEHI AEI=): 1 1U=0.3 yg RE (HEl= S7t8)
« HEIZ D(EHUZAHE E= Z0ZAHE): 1 1U=0.025 g
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=l oAl AR oMM U JIE(SXI AE 7H)

Regulations

1. Short title and commencement.- (1) These regulations may be called the Food Safety and Standards (Food
Products Standards and Food Additives) Ninth Amendment Regulations, 2016.

(2) They shall come into force on the date of their publication in the Official Gazette and Food Business
Operator shall comply with all the provisions of these regulations by 1st July, 2017.

2. In the Food Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011, in
regulation 2.12 relating to ‘Proprietary Food’, for the sub-regulation 2.12.1, the following sub-regulation shall
be substituted, namely:-

“2.12.1: For the purpose of these regulations,-

@ Proprietary food means an article of food that has not been standardised under these regulations, but does
not include novel foods, foods for special dietary uses, foods for special medical purposes, functional foods,
nutraceuticals, health supplements and such other food articles which the Central Government may notify in this

behalf.

Provided that any deviation in quality parameters of a standardised food, as specified in the Food Safety and
Standards Regulations made under the Food Safety and Standards Act, 2006 shall not qualify the resultant product
as a proprietary food.

(@) (2) Proprietary food shall contain only those ingredients other than additives which are either standardised
or permitted for use in the preparation of other standardised food under these Regulations, except the ingredients
which may be specified by the Authority from time to time.

Provided that a proprietary food may also contain vitamins and minerals in quantities not exceeding one
RDA of the respective micronutrients.

® (3) Proprietary food shall use only such additives and at such levels, as specified for the Category or Sub-
category under Appendix A of these Regulations, to which the food belongs. Such Category or Sub-category shall
be clearly mentioned on the label along with the generic name, nature and composition of the proprietary food.

@ (4) Proprietary food shall comply with the microbiological requirements as specified in Appendix B of
these Regulations. If no microbiological standards are specified for any foods or food categories in Appendix B of
these regulations, proprietary foods falling under such food categories shall not contain any pathogenic
microorganism at a level that may render the food product unsafe.

() (5) Proprietary food shall also comply with the provisions, as applicable, of all other Regulations made
under the Food Safety and Standards Act 2006. No health claims shall be made in respect of proprietary foods
either on the product label or otherwise, unless it is substantiated by adequate and scientific evidence.

® (6) The Food Business Operator shall be fully responsible for safety of the proprietary food in respect of
human consumption.”.
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PHU LUC 86 01

BANG NHU CAU DINH DUONG KHUYEN NGHI CHO NGUO! VIET NAM
(Ban hanh kém theo Théng tr 56 43/2014/TT-BYT ngay 24 thing 11 ndm 20714 cia Bé trudng B6 Y

)
@Nhu cau cac khoang chat va vi chat
; Ca Mg = Selen *
Mhom tudl, gidi @alcium} (Magnesium} (Phosphorus) ( ;J’:n& )
(mgingay) (mg/ngay} (mgingay) e
Tré em
= 6 thang 300 a6 a0 &
6-11 thang 400 54 275 10
@ O4HE & 0ZFILx
@ #&mg/Y)
A (RE 02)
PHU LUC 80 02
b NGUFONG DUNG NAP TOI DA
{Ban hanh kém theo Thong tr 56 43/2014/TT-BYT ngay 24 thdng 11 ndm 2014 cda B tnrdng Bé Y
té)
@Jitamin
@\ Vitamin Vilamin | Acid | WVilamin
A Widamin |8 Vil vitamin | Viamin | Vitamin Riboflavin | Miasin ] Biatin
Hhém - Cimg 0 g Eimp Kyt Bl gl gl E& Folie B12 FPantethenic o
tuti 0 g : ¢ ; {mg! y ; (my g (wa! (mgingiy) ;
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812
i 800 KC 33 HG HC KE KG WC KC Ke HE flie] KC
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@ Vitamin

@ Vitamin C(mg/¥)

388



(No.44/2015/TT-BYT)

HT

AR AZE=(VFA)

A0l AIEEl= HIED 2 OUE S5

= = T

rr
>
oL
=1
ikl

HEE HSe

HE FA https://vfa.gov.vn/van—ban.html
e HS s HEE 138, OUE 158
DB 4 w
MBI L2 B4 5 BMMHIA(VEN bin) 32

HE THEORH Sl S | 085 THICU § LIkl HE

4 G Tatrc Vinbin Thitychbrhchinh  Traginthbng  Thinh, Kim ta  Hg 4o thyo phim  Hegtadng chi oy

TIMMO NHAR B wsntviing 3 i taybn dung vibn chire nim 2074 ol Cus Ao dnbn o phim

Théng bae thi doan
gia danh cdc Bodn
thanh tra, kigm tra

= Fburphn eba: Dim B an tean 08 vl
whra phdes b e ngurdd din ving
3o, 10

Py

Chi eye An toan vi sinh thye phim tinh Mam

* THONG BAD v wids tip nnin nd o

* Hhudng dlln p#n ko sl phim b cheg B, ding by Bn cdng b4

grdiaumdt s o s abien i ieh - Binh kigm tra eéng tac béo dam an toan thic BLGNG DAY NONG
i priodyabititinglaasio g pham tinh Ha Giang TIEF NHLAN TIN BELAY AT V1 PELARE ATTP
Hkﬁﬁ_lvf-h:nhimnhsilh"’ . " e Y o i
B AR i v 1o e go ) b ecTsopst i ot e . CUC AN TOAN THUC PHAM
= Huemg didn phin loal 34n phim hy céng bS, dang ky bin cing bd mﬂﬂﬂ':mﬂiﬂm
* SorAn soan thee phiem thash phi i C hi Minh thire hign céng ebe chim didm Email :riepnhultmphmgmhgrr_n

@ Vietnameas = o

A7) 04.38464459 - 04.38463702

Madis  Oywin-Dduthdu  HRsa koo chng nghi

= 58 Anlodn barc phim

Cr X

389

|z G
"I Meq

3



"HE2M(Van ban phdp luat) 3IHORZ 0|5 S F1E| 12| AH: 9ali7[2co quan
ban hanh)-EZ2(B6 Y Té), EMZE2(Loai van ban)-Al@TFEI(Thong tw),
FI|(Tim kiém) 22

Trarg chd /i lbdn prdg ilt

Van ban phap luat v Y RER
B o o 0o o iy Byl
TiM kit
Téa vhn bén Ky Miehu v b
Corquaan ban b BY 12 . Nhenprddoh - Thed. .

@IE L

Logivhnban  Thingtu

oL
=1
ikl

ANFE 22 5 NEO| AISEHS 0PYYL 222 Hofs A
I

e OR2E

A20ISTT- 111202015 Théng tr Cluy dinh v cing b hip quy va cing bb phi hop quy dinh d6i voi thudc
BYT

ATRMST- D205 Thing t 50 47R015TT-BYT ban hanh quy chudn ki thuét qudc gia vé chat hd try ché Bién thuc
BT phém - Dung méi

SI05MT- 012015 Thing tu 50 462015/TT-BYT ban hanh quy chun qudc gia vé hirong héu thuc pham - Cic cht tao
BYT hugng vani

420987 3011172015 Thang tr 56 44720 15/TT-BYT ban hianh danh mycvi chat dinh duriing sir dung rong thyc phém
BT

WANBMT- 28102015 Thing tr 56 35/2015TT-BYT 12 QCVN 12-4:2115/8YT - Quy chuén kj thudt qudc gia vé vé sinh an
BYT toiin d6i vdi bao bi, dung cu 14m bang thily tinh, gém, st va tréng men tiép i truc iép v thye
pham.

JHAARMT- 28082015 Thing b Ban hanf Quy chudn ki thuét quoc gia doi voi thudc 13 diéu
BYT

390



AE W A8 Jhstt HIER & DU S5((&8S
PHU LUC
DANH MUGC VITAMIN VA CHAT KHOANG SUF DUNG TRONG THU'C PHAM
(Ban hanh kém theo Thong tr s6 44/2015/TT-BYT ngay 30 thang 11 nam 2015)
1. Cae vitamin:
TT | (1) Tén vitamin | | (Z) Dang sir dung |
1. Mitamin A - Retinol
- Retinyl acetat
- Retinyl palmitat
- Beta-caroten
2. Mitamin D - Cholecalciferol
- Ergocalciferol
@ HIEH FHH

@ AEYH

2. Cac chat khu:’mﬁ:

T

® Tén chat khoang

® Dang s&r dung

1.

(Calci (Ca)

- Calci carbonat

- Calci clorid

- Cac mudi calci citrat

- Calci gluconat

- Calci glycerophosphat

- Calei lactat

- Cac mudi calei phosphat
- Calci hydroxyd

- Calci oxyd

- Calci sulfat

- Calci acetat

- Calci L-ascorbat

O oHE 3

@ AEH
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https://ec.europa.eu/food/food-feed-portal/screen/iffof/search

Euragean |
Commission

& Erglizn | Seasch

Food and Feed Information Portal Database

Eurcpean Commisséon > Food » Food and Feed information Partal

Seoarch

Zearch all domains

Decontamination Substances

The Commission kas establched & Euopain
Enion dats base of substancas, olhar han
poiabic watar, authomzed 1o remave surfsca
contamination frem products of animal oign in
accordanca wilth Artiche 302} of Requiation (EC)
o BSI2004,

+ Search for Decontamnabon Subslances

Food Allergens

This dalabasa is 3 seachable tool mfaming on
substances or products causing allergas o
inclem@mnces & b=ted inAnnex |1 i Regulation

Feed Additives

Tha Commissian has establzhed the Evrcpean
Urion Register of Feed Adkditives. which is
regulatdy updated, and it makes rafesenca'links
o the relavanl authonsetion Regulatons.
Those Regulations ncluda the specihic
requiraments for placing the addives on the
EU and EEA markel

= Search Feed Addines

= Saanch Feed Addives aulhorisatons
= Doandoad Register in Excal Tomnat
Larasl updates o e Regsiar

o Adchived expined authonsations (PDF)
APIS

Disclaimer

Food Contact Materials

Thes dastabase is & searchabbe taod informing
ahout Food CGontact Materials Linion Register
of recyching installabons, facililios, companies,

Food Additives

This ditabase is # sewchabls ool informing
abcul e foad addilives approved far use in
food in the EL) and bair conditions of use. Itis
based on the Union list of epproved lood
ediditives |aid down indnne I o Regulation
(EC) Mo 133372008

+  Saaech Tor Addibves

+ Browsa by categories

+  EBEurcpaan Legeialion on Food Addivas
+  Inloematon documends

- APIS

+  Disclamar

Food Flavouring

This ditabase is 8 sewchabla tool informmg
eboul Bhe Nawouring subslances 2pprowed Too
rza in food m the EL) and thair condilions of

SFH SHHQ| ‘Infant Formulae & Follow-on Formulae manufactured from protein

==

Follow—-on Formulae’ &

hydrolysates’@| ‘Search for Infact Formulae and

Genetically Modified
Organisms

These search engines cover the Community
register of GM food and feed (Regulation (EC)
1829/2003). the pending. withdrawn and
expired GM products (Regulation (EU)
519/2011) and GMOs authorised under
Directive 200118/EC.

= Search genatically modified Food and
Fead

= Search G Modified O -
Part B notifications (experimental releases)

- Search Part C notifications (placing on the
market

MNovel Food

Tha Imp g Reg v b ing the
list of novel foods compiles all the authorised
novel foods in the European Union to date_ It

Health Claims
The search tool only allows searches for health
claims, and not nutrition claims

= EU Ragister of Haalth Claims
= Some health claims subject to the

Infant Formulae & Follow-on
Formulae manufactured from
protein hydrolysates

The search tool allows for searches for both
infant formulae and follow-on farmulae

P
= Download Register in Excel format I

= ollow:

for Infant Formulae an
o

- APIs

MNutrients

Thia database is a searchable tool informing
about the nutritional substances such as
vitamins, minerals and others that are

PP d for use in the EL.

includes thair ditions of use. laball
and their i i

= Union List of authorised novel foods
= Movel Food status Catalogue

= |Latest updates to the Novel Food status
Catalogue

= APls

= Search for Nutrients
= Disclaimer

Smoke flavourings

This database is a searchable tool informing
about the smoke flavouring products approved
for use in the EU and their conditions of use. It
s based on the Union list of authorised smoke
flavouring primary products for use as such in
or on foods and/or for the production of derived
smoke flavouring laid down in Annex to

Regulation (EC) Ne 13212013

= Search for Smoke flavourings

= Browse by categories

= Eurcpean Legisiation on Smoke
flavourings

- APls

= Disclaimer
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SEARCH OPTIONS

Type of formulae

‘ All

Infant Formulae & Follow-on formulae (6 matching records)

Search ‘

‘ Filter results
LV

‘ Clear filters

A
v Name

Follow-on formula manufactured from protein hydrolysates

Infant formula manufactured from soya protein isclates, alone orin a mixture with cows’ milk or goats’ milk

proteins

Infant formula manufactured from protein hydrolysates

Follow-on formula manufactured from soya protein isolates, alone or in a mixture with cows' milk or goats’

milk proteins

Follow-on formula manufactured from cows’ milk or goats’ milk proteins

Infant formula manufactured from cows' milk or goats' milk proteins

sz 2Zo M HE &l

Characteristics

Compositional
Requirements

Annexes

Legislations

Characteristics

Formula type

Formula name

Infant Formulae

Infant formula manufactured from cows’ milk or goats’ milk proteins

Compositional Requirements

Energy

Proteins

TAURINE

Minimum Maximum

250 kJ100 ml 293 kJI100 ml
(60 keal/100 ml) (70 keal/100 ml)
Minimum Maximum

0,43 g/100 kJ 0,6 g/100 kJ
{1,8 g/100 kcal) (2,5 g/100 keal)

(Protein content = nitrogen content = 6,25)

For an equal energy value, infant formula manufactured from cows’ milk or goats'
milk proteins must contain an available quantity of each indispensable and
conditionally indispensable amine acid at least equal to that contained in the
reference protein as set out in Section A of Annex [ll. Mevertheless, for calculation
purposes, the concentration of methionine and cysteine may be added together if
the methionine: cysteine ratio is not greater than 2, and the concentration of
phenylalanine and tyrosine may be added together if the tyrosine: phenylalanine
ratio is not greater than 2. The ratio of methionine: cysteine and of tyrosine:
phenylalanine may be greater than 2, provided that the suitability of the product
concemed for infants is demonstrated in accordance with Article 3(3).

The L-camitine content shall be at least equal to 0,3 mg/100 kJ(1.2 mg/100 kcal).

If added to infant formula, the amount of taurine shall not be greater than 2.9




2 His g
od Hz 54, 9= 24, F5A4, H48 780 Het 2 MS

gaol 29

Chisciaiatics ©) Characteristics
Compositional
Requirements Formula type Infant Formulae
Annexes Formula name Infant formula manufactured from cows’ milk or goats’ milk proteins
Legislations @
Compositional Requirements
Energy Minimum [
250 kJ/100 mi 293 kJM100 mi
(60 kcal/100 ml) (70 kcal/100 mi)
Proteins Minimum [
0,43 g/100 kJ 0.6 /100 kJ
T NS, Ly SUSHIS B 13 U Y SENEE IS £, G S LA IS ST
phenylalanine and tyrosine may be added together if the tyrosine: phenylalanine
rafio is not greater than 2. The ratio of methionine: cysteine and of tyrosine:
phenylalanine may be greater than 2, provided that the suitability of the product
concerned for infants is d d in acc with Article 3(3).
The L-camitine content shall be at least equal to 0,3 mg/100 kJ(1,2 mg/100 kcal)
TAURINE
* ol=np kg
2T L =™
@ EM
—1 O
HO O35 O HO
=HoO R C— O] ©O [C}HHXI o HoO
=]
@ Mg 27 (M=)
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CEL
EX%3A32013R0609&qid=1731237974212
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© Searchtips Need more search options? Use the Advanced search

LAW IN FOCUS

The EU and the Istanbul Convention

i
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Search Results

~ Search criteria
Search for: EU 609/2013, Search language: English

E save to My searches A Create in My RSS alerts [J saveto My items

[ Results1- 10 of 425 Soitby | Relevance vl bv - 23 | >

W  Customise shown information <& Export ~

(] Regulation (EU) No 609/2013 of the European Parliament and of the Council of 12 June 2013 on food intended for infants and young
children, food for special medical purposes, and total diet replacement for weight control and repealing Council Directive 92/52/EEC,
Commission Directives 96/8/EC, 1999/21/EC, 2006/125/EC and 2006/141/EC, Directive 2009/39/EC of the European Parliament and of
the Council and Commission Regulations (EC) No 41/2009 and (EC) No 953/2009 Text with EEA relevance

= ELTL oY

This document has been published in a special edition(s) { HR)

Q Inforce

Latest consolidated version: 21/03/2023 Author: European Parliament, Council of the European Union
CELEX number: 32013R0609 Date of document: 12/06/2013

Form: Regulation Number of pages: 22
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ANNEX
Union list as referred to in Article 15(1)
Substance Category of food
Infant formula Processed cereal- Food for Total diet
and follow on based food and special replacement
formula baby food medical for weight
purposes control
[Vitamins
[Vitamin A
retinol X X X X
retinyl acetate X k4 X X
retinyl palmitate X X X X
eta-carotene 3 X kS
Mz 28
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HE FA https://bicon.agriculture.gov.au

He HZ HE  20,00074(24.11. 71&)

Welcome to BICON

BICOM houses the Australian ' Bi ity import diti database for more tham 20,000 plants, animalg, minerals and biclegical products. It will halp you to determine what
import conditions exist and if an import permit is required. Please refer to the Department of Agriculture, Fisheries and Forestry importing to Australi page for more information about BICOM,

Search for Import Item

Search for the commadity you want to import. You can also search for your impert by scientific
nama or tariff code. Refer to the BICON Help page for tips on searching.

Scientific Name ‘ Tariff Code

Importinto Australia  Effective on 17 December 2024 Advanced search v

Alerts
1 new alerts 1 change notices
Mlerts issued in the last 7 days. Change notices issued in the last 7 days.
View aleris Vigw change notices

400



Search for Import Iltem

Search for the commaodity you want to import. You can also search for your import by scientific
name or tariff code. Refer to the BICON Helg page for tips on searching.

(olNI(« &1 Ml Scientific Name | Tariff Code
complementary medicine

Import into Australia  Effective on 17 December 2024 Advanced search v
n A =
B3 49 27 27
Tariff Code:
complementary medicine m
Importinto Australia  Effective on 17 December 2024 Advanced search v

Search Results

Select an import itern that best matches what you want to import to continue the process.

Non commodity conditions apply to all packaging, containers and transport methods used to bring goods into the country. Refer to the Non Commaodity case to review the non commodity
conditions related to your import,

Showing 1 - 10 results of 10 Resulsperpage | 10
Human thevageutics and medicines & Alerts @ Changes
Effective 15 December 2024 to present
This case describes the r for the ion of human th s and This case includes hum.an material for human therapeutic use e.g. organs for transplant, blood
products for transfusions. This case may include, but is not limited to, J di (including Chinese ining animal and/or microbial derived material
Matched term: medicines, complementary, Medicine
Dietary sy and natural i of plant origin for human ¢
Effective 25 October 2024 to present
This case describes the req) for the imp ion of dietary suppl and natural medicines of plant origin for human ¢ For human ics and medicines containing
biological material of animal or microbial please refer to the BICON case Human therapeutics and medicines. Forprotem powders and supplements [e g performance enhancement
supplements), please refer to the BICON case Protein powders and body building supph for human For products ¢ please refer ta the BICON case
£ead more

Matched term: medicines, Complementary, medicine
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Case: Human therapeutics and medicines
Effective 15 Dec 2024

This case contains a number of different import scenarios with associated import conditions, You can refine the import scenarios by answering the
questions below.

Is the product for human therapeutic use as defined by the Therapeutic Goods Act 19897

For human therapeutic goods that are 100% synthetic please refer to BICON case for Synthetic material.

For human therapeutic goods containing meat (excl. avian and pork) sourced, manufactured and exported from New Zealand andior Australia please refer to the BICON case for
I \l‘g]; 180 Mmed:

For the import of human mifk and human milk products please refer to the BICON case for Human flulds and tissyss.

For the definition of human therapeutic use, please see Section 3 of the Therapeutic Goods Act 1989,

Previous

=8 =0 oigots EHiE 2=otd ™F 0ls

Case: Human therapeutics and medicines

Effective 15 Dec 2024

This case contains a number of different import scenarios with associated import conditions. You can refine the import scenarios by answering the
questions below,

Which of the following best describes the goods?

For more information on approved ingredients please refer to the following:

Appeoyved biolomical ingredients

Esrmentation-derived active ingredients (st &

For the import of commerdial consignments of test kits, including COVID-19 rapid antigen tests, please refer to the BICON case Test kits.
For meat products including deer velvet and ovine placenta from New Zealand refer to the BICON case Uncanned. unretorted meat.

@

+ Personal use (commercially prepared and packaged)

Human derived materials (excluding antibodies, cell lines and human milk) (]
Only contains approved biological ingredients

Only contains listed semi-synthetic, fermentation-derived ingredients

TGA AUST R human therapeutics and medicines [°]
ARTG registered Medical Devices included Class 1ll [}
Human therapeutics and medicines for use in a clinical trial (including accountability and disposal)

Therapeutics with ingredients of plant or mushroom origin only

© | I
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Case: Human therapeutics and medicines

irinctive 15 Bec 2024
Therapeutic use — Personal use (commercially prepared and packaged)
Import Conditions
y o e o Y OO WTaTe inpOn CONCAIONS hae Denen Sevekiped, Ty il e Ssted beiow
ol e frarparie of Framén
T.tor perss P e e g o
2 e 3 ehie, i ApOng the Jeosiic

H e ——

S e Lt 4 AT I dariiraiun trkeny
a dmuce, Fcreries and parmEG

L

o The impored P ey wie a5 defired in Somion 3 of the Therspatic Goods Aot D58 and

1, e rrgpe e
2 rhasd b daimrtiaily propaied ared paiungrd
2 et et otan bee paten.

i ¥ #

L 5
z “ monthe’ wpsdy.
o e, RELEETS, VA R U, B, povelled O SN

Y
4 Beng TR T 2008 30 7R S0 De fien
4 e i prarted K g be £0m o heath cane provider (e foctie, Medical pracuionr neuropach o SRETate L provden

€ Tk ae33 Wy B Bt 10 RPN B3 iy L B
4 The prads mant Be Searly iSmmeSatle

What happens nea?

W o futraia Dffcer il rssens the risk pomed by o mpar By,
B i T Kt Lot
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Case: Dietary supplements and natural medicines of plant origin for human consumption

Effeczive 25 Oer 2004
Plant origin — Not for personal use — Approved pharmaceutical excipients

@ Import Conditions

= tions defin the st be met for your impart, Where impart canditians have been developed, they will be sted below,

(2) tmportconditons priorto arvalin Austatan erory
2. Depariment of Agricutiure, Fisheries and Forestry import permit is not required,
b. The product riust only contain ingrediers of plant origin thatare in the gaoroved bloloslos! avcicipnsy.

Tod e

with this requicament you must presest th following on 2 Food produc labal Manyfacturer's dedaryion o« Supelier's daclaration
Dezalls of a full sz of ingradients roralling 100%.

@ Related Infarmation:
o Table Pharmacqurical gecipipnsy

£, The product must be used for human corsumpsien uss anly,
To demonstraze compliance with this requirament you mus present the fallowing ot an Imponer declacadon:
A ssevement that the product is o be wsed for bumen corsumption use anly.

d. The praduct rrust be gosnmercially packaged and ready for cetnd sale without any further procesting.

Additional infoemation

& Under the Bosanuriny Charges impagiaon [Ganeral] Repulaion 2116 # and Chaper §, Par 2 of ingecunty Regulation 2016 2. fees are pavable 1o the Department of Agriculture, Fisheres and Forestry for all
senaces. Detil on how the deparament appies fees and lenes may be found in the (hargng gadebngs &

F. bn addition 1o the conditions for the goods being imporied, nen-commadity concerns must be assessed induding cortaner ceanlingss, packaging and destination concerns, and may be subsect 1o inspection and
sreatment on sl Please refer to the Non-Commudity Caves Claprance BICON case for further information,

E Yo may raquire a wildife trade parmit sndior ather approvals from the Wildife Trade Office. Mare infarmation is svailable on the Insarnasional wildlife rrade weboage @

What happens next?

\When you are importing irto Australia a depanmenzal officer wil assess the rick posed by your impor: and determine the appropriate outeome to apply. You may use the link below to view the likely outcomes for this

pacticular mpart scenario. Please be awarathet the assessment condusmed may resultin an outtona thatis nct isted.
Yiew Onghore Quitomes
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Abstract
Probiotic microflora display numerous I!eallh

benefits beyond providing basic
value. They c.oupcrmnly maintain a delicate

tract and

immune system. When this balance is
di and ion result.

tion and over ion of the

system by pathogeni are

by
of normal beneficial microflora. A healthy
| tract with adeq mucus
pmducﬂon and appropriate bacterial
colenization prevents the overgrowth of
pathogenic bacteria, modulates disease
processes, and prevents widespread
v The under of

the of p ics in the
of health and their importance in preventing
dmu serves to enhaﬂw the overall heaith

d probiotics. Probiotics, literally mean-
ing “for Ilfc Are MiCToOrganisms proven to exert
health- ing influences in humans and ani-
mals.! For ple, Metchnik di i and

d Lactobacillus bulg as an aid in

souring milk products to cncnd their shelf life.
Tissier demonstrated that Bifidobacteria were
helpful in treating infant diarrhea.

Interest continues today as recent techno-
logical advances have enabled microorganisms to
be isolated and colonized to determine their spe-
cific therapeutic properties.’* Swdies show these
micreflora are capable of providing numerous
health benefits beyond basic nutritional value ™"

In 1994, the World Health ()rgum‘zu[mn
deemed prok to be the next st
lmmun: defense system when Lummnnlv
prescribed antibiotics are rendered useless by
antibiotic resistance.’ The use of probiotics in
antibiotic resistance is termed microbial
interference therapy. With increasing
understanding that beneficial microbes are

of With i a g that
beneficial microbes are required for health

i and di p q
may be used as a

Hlerupeuﬂc tool by health care in

i for health, probiotics may become a
common therapeutic tool used by health care
in the not-too-distant future.

the not-too-distant future. This article presents
a review of problotics in health maintenance
and disease prevention.

{Altern Med Rev 2003;8(2):143-155)

Introduction

In the late nineteenth century, microbiolo-
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Abstract
Probiotic microflora display numarous health

were Ienne-Upmhinlics Probiotics, literally mean-
|n; {cw life,” e macmgalnsm; proven o exent

benefits beyond g basic
valua, They cooperatively maintain a dolicats
and
immune system. When this balance is
disease and resuit.
and over sti ion of the
immuna system by pathogenic bacteria are
of normal beneficlal microflora. A healthy
tract with mucus

in humans and ani-
nqu.- For example, Metchnikoff discovened and
promoted Lactobacillin bulgaricus 08 an ald in
soaring milk products to extend their shell life,
Tissier demonstruted that Bifidobacteria were
belpful in treating infant disrrhes *

Interest continues today as recent techno-
lagical advances have enabled microorganisms to
be isolated and colopized to determine their spe-
cific therapeutic properties.* Stusdies show these

p and i b ial
the ° of
pathogenic bacteria, modulates discase
and pi
i The of
the function of in the

are capable of prov
health benefits beyond basic nutritional value '

In 1994, the World Health Organization
deemed probictics to be the next-most important
|mmm|c defense system when commonly
are rendered useless by

of health and their importance in preventing
disease serves to enhance the overall health

nnmuun,. reststance * The use of probiotics in
is termed

of patients. With
beneficial microbes are required for Inullh

maintenance and disease prevention,

therapy. With  increasing
understanding that beneficinl microbes are
required for health, probiotics may became a
common therapeatic tool wsed by health care

probiotics may be commonly uud as a
ic tool by in

1 revhew of probiotios I hesith melntendncs

and disease prevention.

(Altern Mod Rev 2003;8(2):143-155)

@ Introduction
In the lnte nineteenth centary. microbiolo-
gists identified microflors in the gastroimtestinal
tracts of healthy individuals that differed fram
those found in diseased individuals. The benefi-
ciul microflora found in the gastrointestinal tract

: in the not-too-distant futare.
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Figure 1. Barriers to Antigenic Absorption in the Intestine

ENTEROCYTE

(@) cotonization

‘The protective and immune barrier of the
himan ghstrotnteitinal (GI) ract is diverse. It in-
cludes the epithelial layer, the mucous layer, the
mechanics of peristalsis and desquamation, and
actions of secretary IgA. all of which impact bac-
terfal atachment (Figure 1) After anschment,
colonic bacteria are prevented from mixing with
the hast's eukaryatic cells by the epithelinl layer,
which acts as a vital barrier to invasion ' The

Bifidobaciciis with sofic Enterobacteri e
Enterococei present, but virtually no Bacteroides,
Staphylococct, Lactobacilli, or Clostridia, In con-
trast, Bifidobacteria do not predominate in the
bottle-fed infant. Breast-fed infants switched to
cow's milk o7 30lid foods colonize Bifidobacteria,
Clostridia, Lactobacilli, Bacterides, Streptococc,
and entercs.

The type and number of indigenous
microflara increase distally along the length of the
gastrointestinal tract.*™ The upper GI tract has

barrier's healthy structure and proper
are essential for the health of the buman host. In

ly fewer bacteria y o saliva
i i i which

this complex system, the between
the i inal tract and the i is co-
operatively maintained.

The GI tract Is sterile until an infant in-
gests vaginal and fecal microflorn at delivery,”
The population of mbcraflora in the infant GI tract
is farther enhanced by feeding. The breast-fed in-
famt e L Mution of G .

move bacteria along the intestine and
prevent large numbers from sdhering to mucosal
surfaces. In addition, gastric acid suppresses
growth in the stamach, The relatively spamse flom
of the apper intestine generally mmibers less than
10° cobony forming units (cfu) per milliliter (mL)
of eontents, until the mid ileum where the
AR san 1

view

indicating a shift oward the flora that heavily
populstes the colon "

vitarnins, antioxidants, and amino acids.'*= For
example, the SCPA butyric acid, derived from

Favorable characteristics found in carbohydmse fenmentation, provides the main fuel
probiotics colonizing the human got are exhibited for colonocytes in the lurge intestine. In addition,
by L b Tus L. rh | b prevent i

reuterd, and L. agilis.' However, these Lactoba-
«illi species are scarce in people living in indus-
trinlized nstions, L. planterum is carried by 25
percent of the general popalation in the United
States; whereas, nearly 100 percent of the popu-
lation in Africa ad Asia are colonized with fa-
varable L ili species. The most signi
reason is that a Western diet contains drastically
decreased amounts of Lactobacilli.’

To qualify as a beneficial micrafloru, the
following criterin must be met: (1) it must be acid
and bile resistant; {2) it must be metabolically ac-
tive in the GI tract; (3) it must be able to adhere to
the G tract: (4) it must possess antimicrobial ac-
tivity toward prthogenic bacteria; and (5) it mast
reduce colon pH.'* There are several species of
Lactobacilli and Bifidobacteria within this milieu
possessing complex enrymes and functions thal
have the potential 1o either benefit or harm the
health of the host.* When there are alterations in
the gastrointestinal barrier or in the compasition

o + pre-
serve antioxidants and vitamins, remove toxic food
components, and prevent pathogenesis of Entero-
bacteriacess, §. qurens, and Enerocosel found in
fermented foods.

Probiotics modulate not only the endog-
enous flora of the GI wract, but also the immune
system, '™ [ actobacilli sugment both cellu-
lar and Bumoral immunity.™ Lactic ackd-produc-
ing bacterin stimulate various aspects of the im-
mune system, inchuding phagocytic function of

natural killer cel and

ne .
Following a rotavirus vaccination, Lac-
tobacillus GG induce Igh-secreting celis and im-
prove IpA seroconversion, which enhances immu-
naglobulin response to vaccines. In addition, IgA
Tesponse to rotavirus is enhanced by administra-
tionn of 1 G0, These repart: fi
the positive effects of probiotics on innate and
acquired immune enhancement, mast likely result-
ing from an ability to bind to gutl epithelium. Af-

of the microflora of the gut, there is opp

for resultnnt malfunction and disease. For instance,

avergrowth of one bacterial species can upset the
f the gut and result in d

beneficial characleristics,

Overgrowth of one bacterial species or
imbalances in microflors resulting from o dis-
turbed mucosal Inyer can alter digestive function,
intestinal products, andior immunobogical fune-
tion, " In addition, a defective epithelial layer can
allow bacteria 1o gain entry into the haman host
This breach can arouse an inflammslory response
in the host that has the potential (o further alier
normal fasction.

(@) Function of the Gut

Colonization of the gut with appropriate

microflora contribules 1o its ability o function

noemally, Commensal microflors byproducts con-

tribute to the health of the intestinal tract and in-
chain Gty acils (SCFEAS) i

ter hinding, antibody ds s 1 and
the complement and reticaloendothelinl system is
activated. The interaction between probiotics and
epithelial cells has been termed bacterial-cpithe-
linl cross-talk. ™ In another study, Lactobacillus GG
enhanced the antibody response in adults recaiv-
ing & typhoid vaccination.™

Anather example of & probiotic enhanc-
ing the immune response can be seon in the acti-
vation of the reticuloendothelial system and
complement cascade by Soccharomyces
boulardii.” Clearly, interaction of commensal gas-

i flora with the g inted i

system b5 an impontant key in maintaining normal
Immune function.




Probiotics

The Effect of Probiotics on
Pathogenic Bacteria
Probiotics reduce plasma levels of hocte-
rial endotoxin concentrations, af least in part, by
inhibiting translocation of bacteria across the GI
lumen into the hloodstream. ™ Lactobacillus colo-
mization in genm-free rats has been shown to de-
crease gut permeshility to mannitol.'" In addition,
Enistration of L s 10 § P

knockout mice decreased translocation of bacte-
ria to extraintestinal sites nnd reduced

with mﬂuw!wwn n the bovnel.

OCCUr A8 & nw]: of the ability of pmhodcs ]
tighten the mucesal barrier.™ Although very little
i knawn about specific malecular mechanisms by
which indigenous flora tighten the mucosal bar-
rler, this may be accomplished by bacterial-epi-
ihelial cross-talk and up-regulation of growth fac-

wmudlwcpmr sites. Whatever the method of
barie b 1 the net effect is b I

late systemic intestinal allergy and infiammation.
Allergy-induced intestinal inflammation mediated
by fiecal numar necrosis factor-alpha b decreased
by Lactobacillos GG. Lactobacillus GG also in-
creases mucosal regeneration and reduces. lacn]

(®)Probiotics in Specifie Disorders

Probiotics can also reduce the growth of
Clostridivem difffeile and alter toxin receptors for
C. difficle In:ilm\ through enzymatic actions on

the receplor,”
The inhibition of pmwgcmc bucterin by
peobiotics is an f siruc-

ture and function. Interzstingly, bacteriocing —
antibacterial compounds produced by L, acidophi-
Tus - are amagonistic within o specific spectrum
by inhibiting other strains of Lactobacilll. There-
fore, the practice of combining probiotics needs
1o include beneficial bacleria that do pot inhibit
other included sirains ™

Adherence of rormal, beneficial flora

by pathogenic bacteria and reduces over-stimuls-
tion of the immune system. A healthy colon with
adequate muocus production and appropriate bac-
terial colonization prevents the adherence of

and prevents widespread inflammatory disorders.

Recen advances have been made in the

el ding of when 1o use probictics and bow
they impact specific pathological states. Increas-
ing mumbers of animal and human studies poiet

w0 iste uses of probioth

urease prodisction, a correlate of i
associated with ehronic anbritis "
There are several ways probiotic micro-

flora can prevent pathogenic bacteria from adber-
|||| and :oinmxmg Ut mucosa. Ploinntlcs dis-
by di bacteria

through competition for mutricnts, inEme sy~
tem up-regulstion, production of antitoxine,™ and
up-regulation of intestinal mucin genes," In-
mucous production prevents adherence

thereby
preventing imbalances.

Probiotics lower colon luminal pH and
fester growth of non-pathogenic commensal bac-
teria by SCFA production * One SCFA, acetic acid,
has antimicrobial activity against molds, yeasts,
and bacterin.® In sddition, probiotics exert pro-
tective effects through production of hydrogen
peroxide and benzoic acid, which inhibat many

. 2 L . Losimie

as
agents in myriad conditions. Tibles [aand 1bsum-
marize epecific probiotics and their uses,

Iqﬂnmaﬁanidrfhm

Probiotic
and indiroet cffects. Probiatics exhibit disect of-
fects locally in the G tract, including modulstion
of resident bacterial colonies und vitamin produc-
tiom, There are ulso indirect effects exerted at siles
outside the Gl tract, Including the joints, lungs,
and skin, Indirect effects most likely result from
an impact on immunity, via changes in inflamma-
tory mediators such as cytokines. Modulation of
inflammatory responses may be related 1o regu-
lating or modulating the immune system both lo-
cally in the GI tract and systemically.

It is speculated that inflammation associ-
ated with rheumatoid arthritis may be modulated
PR sl T3S TR i Lk

b otk divect
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probictics appear to benefit viml dinrrhes, possi-
bly by increasing secTuiony I;A and du:runw;

on mucins mimicking epithelial cell bacterind a1-
tmchment sites. Eshancement of inoae defense
in the g inal tract, such as

viral shedding, suggesting an
mechanism. Although numerous sirains of
probiotics, doses, and different populations in
ihese studics make generalizstions difficult, it is

clear probictic agens are becoming aa imparant (1)) Helicohacter pylori Infections

1001 in the treatment of gastrointestinal problems
In infants and children.

Although gostroenteritis as the cause of
weute dinrrhea may heal spontanecusly within &
few days, it can be associsted with marbidity and
i dd 4 S Aeute

diarrheal eplsodes can be related w virl, bacte-
rial, or parasitic pathogens, Several studies have
demonstrated improvement when acute disrheal
dizorders, including rotavirus infection, traveler's
diarrhea, and more serlous bacterial infections
such as Clostridium difficile, are treated with
intics 1 #5 Impoanantly, studies using Lac-
wbacillus species or Secoharomyces boulardii
sugpest o beneficial role during C. difficile-related
infections == In populntions with small
bowel bucterial overgrowth, ludmplmmhrthnlg
with short species
own 10 be efficacious in anweli the
aymplom complex 47 However, in 10 patients
during o seven-day, double-blind, rendomized ial
comparing antibiotic therapy fo Saccharamycer
Bowlandii, 5. boulardii was ineffective In elimi-
mating overgrowth of small bowel intestinal hac-
Neria omde it was established ™
In vitre swdies demonsirate probictic
agenls inkibit sdherence of dyshiclic onganiams
1o intestinal epithatial cells. This inhibition is hy-
paihesized o be mediated through the sbility o
increase expression of MUC2 and MUC] intesti
nal mucins.” Bacterial-w-epithelial cell binding
i multi-stage process, the first stage of which i

mucin production, might be preventive or thera.
peutic, but this remnins to be clucidated.

Evidence lor the use of probictics in the

£ Heli pylort infecsion bas boen
u:m‘]xhn;.prrorfmymﬁwnpb:mdl
resistance

uohzn]muuspuuhlm\ Aiba et al showed Lac-
tobacillus talivarius capable of ing high
amounts of lactic acid, which can inhibit the
gwwlh of H. py\!'m i vitro ™ ﬂus was subie-

vive in The
-ulhm concluded probiotics coold be effective
agalnat £, pylord. It was found that the higher the
Tevel of lactic acid production by Lactobacillus,
the mone polent was the effect on reducing H.
pvlevi’s urease aclivity. In addition, the number
of H. pylori colontes decreased to an undetect-
able bevel with regression of inflammation in some
of the trunad mice,

ing Lactobaciily
luz, L.oum and L. sulivariuz, L, aﬂdwhlfu;we
cifbcally was unible 1o suppress H. pylort i wve.
possibly due to & lew level of lactic acid produc-
tan ressiting from pacs coloefeation mnd gronis
in1hy

foaind
10 be mon eifective. This Is m([wem with & hu-
 trial that

d.L.aMbuw unable 1o suppress M. py-
Tori or reduce inflammation in patients with .
pylari-positive gastritis * Identificstion of appro-
peime steaing with increased sdherence and lactic
acid production i parimoant in fuluee stodies.

Conditions of the G y

by =n initial i ion of bacteria
with the enterocyte Inyer. Probiotics increase in-
nestinal miscin production, which pravents the at-
tachment of emeropathogens, The atuchment
eould be prevented by steric hindrance {3 slight
strocterul difference in the bacterial ligand inter-
Fering with proper attachment to the receptor) or

Tract

There is a developing role for the use of
probiotics in the genltourinary (GU) system, es-
pecially for vaginitis, whethér from bacterial or
fungal eticlogy. A report on the use of L.
sporogenes in nonespecific vaginitis revealed

through eompetitive inhibition for attachment sites

sympaomatic reltel in the majority of women who
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sblished Crohn's disease bat in remission

randomized 1o receive cither 3 g daily
salamine or 2 g daily mesalamine phus 5z
boulardii. Six of 16 patients enrolled in

har-

romy
the pharmaceutical-oaly arm relapsed while only
one of 16 in the probiotic arm relapsed. Both Sac-
charamyces boulandii and Lactobacillus GG have

Ibeen reported o increase secretory [pA levels in 9
the gut. Ongoing inve on ino the use of
probiotics in inflammatory bowel discase has gen-
erated considerable inerest S

@ Conclusion .

Cuzrrent evidence supports the concepe that 1
oral administration of probiotic therapies may be
benefictal ina mualtinude of disorders both inside

pai
paceba-control
X 119305309,

and outside the gastrointestinal tract. The direct
effects of probiotics in the G tract are well docu- 2
mented and inelude up-regulation of immunoglo-
on of inflam
tof gut bar-
i New evidence SUPpOrts in "
direct, systemic effects of probiotics for a widely
divergent set of disorders, including stopic dis
ense, immune compromise, and vaginal infections

References =
I, McPurland LV, Beneficial microbes: health or

azard? Eur J G

20001 2:1068- |

Gioncheti P, Ri

M

rol Hepatol

2 Al F, Venturi A, Campéeri
fiocti

@ Qg 1947] 4, 0]
=0l U= olot 42)
@ Colonization: 2I712] 9/t of Fe{0| ZAYBICL (Olot 42

|0
1T

® ¥ 7Is: MZst DA /lsots Hl Z7I16ett

(Olst 44=h)
@ B0 CHet Z=HIO|QEIAS| St 22 L2HI0|LEHAS M| ALZ5H0F o= |2t

lofiok= Tl B2

0

m
&
0%
i

-
i
=2
=
m
%
o

(@)

® &8 20 ZZH0|REA: D2H0[QY ESHE AHYHR giet HEH2l

©)
2

2T MU= ZY: A2 THH

f
= Att= WEs XIXIS. (Olsh 4=k
©

ot &=

440



[ Vitamin and Mineral Safety]

DBYH Vitamin and Mineral Safety(3rd Edition)
My Council for Responsible Nutrition(CRN)

=0 Oieh A/12F QHHALY, CRNS| HEAIE

S0 OiohM 2Fotil H At

0
oln
fol
H
1o

%
bl

oot
njo
1=
>
oot

https://www.crnusa.org/sites/default/files/files/resources/
CRN-SafetyBook-3rdEdition-2014-fullbook.pdf

o
I
N
it

2871(24.11. 7|1%)

HE HEZ A%
SEAS T o 14z, oz 4z

DB H

I

HeH
od

‘Council for Responsible Nutrition’
‘RESOURCES’ MEd

II-{.:-'.r,-l.IIcr::.:? REGULATION/AEGIEATION  HEWSEOOM  EVEHTS/EDUCATION COMMITTEES | MEMBERSHIF a

.\I : cR N The Science Bebind the Supplements kst m

STAY UPDATED q

Latest news

Ojol
=
o
Ral
2
1Rl
Ip
ol
o
2
fieal
B[

>
gl
1o

CRM advocates at CODEX for sensible probiotic aversight

CRM Survey Shows Consistent Supplemant Usage with
Increass of Specialty Product Use Ovar Time

CRM Rocognizes Up and Coming Mutrition Sciantists During

Associotion’s Annual Science Symposium

The Couneil for Responsible Mulrition [CRN] is the leading

This wahsite uses cookies to ensure you get the best experience on our website. Soe our Privacy Policy.

441

)
"1 ueg


https://www.crnusa.org/sites/default/files/files/resources/CRN-SafetyBook-3rdEdition-2014-fullbook.pdf

442

Otefo] MEiX| & ofH

"Sepplamant Source’ Pedeast
Econamic Baparts

Policy Priories
Prokles ia Loadunbip
Poblithed Bylines
Supplemants to Savings
Consumer Data

CAMN Exparty/Membars Explain
Take £ Yideo Saries

A Things te Know Yideo Serins

CRM Mamber Company Brands
and Branded Ingredients

This website us kies to ensure you get the be:

HO|l= 3tH SIHOZ

REGULATIOM/LEGISLATION

| ‘Vitamin & Mineral Safety Handbook’ 2

NEWSEDOM  EVENTS/EDUCATION COMMITIEES  MEMEI

% ABOUTCEN  CONTACT US
nee Bebind the Supplements m

b

leceplor Modulators—are

in distary supplament products.
mes like "ostarine” ond *andarine,” j
I consumer safety. Learm more

|
BEEY
S

i

Vitamin
and Mineral
Sa!aty s

This websit kies to ensu

CR N The Science Bebind the Supplements ArouTeRconmaeris m

BESOURCES  VITAMIN & MINERAL SAFETY

Vitamin & Mineral Safety

2014 EDITION | UPDATES IN DEVELOPMENT
2024: CRN Board approved updating chapters and identified this as a high
priority initiative.

+ Funding thraugh a grant fram the CRN Faundati portad by membar donations |tax-

deductible). Contact Andrea Wang with questions [owoeng@ermusa.org),
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_Download full book (2014 edition) |

CRN SVP Scientific & Regulatory Affairs Andrea Wong discusses updates planned for the association's Vitamin and Mineral

Safety book, under tha direcfion of a commitiee of members of the Senior Scientific Advisory Council, Alex Eapen of Cargill,
Andrew Shoo of ChromaDex, Deshanie Rai of OmniActives, Eric Ciappio of Balchem, Karen Hecht of AstaReal and Michalle Stout

of Amway.

PAST INFORMATION

This handbook provides valuable sciencebased Jations for establishing Telerable Upper Intake Lavels [ULs) for

supplemental sources of thess nutrients— trusted rescurce for diatary supplement and dietary ingredient manufacturers, os wall as

scientific bodies and regulatory policy mokers worldwide, Read more in CRN's orchived 2014 press release
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Abbreviations

About CRN
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Methodology
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Vitamin C

Introduction

Vitamin C, alto known us ascorbic acid, is & water-soluble vitamin. It is required for the
synthesis of collagen, which is a critically important structural component of blood
vessels, tendons, lganents, and bone. Also, vitamin C s necessary for the synthesis of
camiting, a umall molecule that is essential for the transport of fat into cellular organclles
such as mitochondeia, where the majority of (st oxidation occurs.

Vitamin C is a highly effective lly in the acidic i of the
stomach, In this way, it may be i in Blocking ion of such as
nitresamincs, most of which are known inogens (Tricker anc Py 1991} This

action is consistent with the lower rtes of stomach cancer in persons with high vitamin C
intakes (Scantan 2000)

Unlike most mammals and other animals, humans do not have the ability to make their
own vitamin C. Therefore it must be obtained from the diet (Higdon 2004). The intestinal
absorption of vitamin C is regulated by ot least one dose-dependent active transporter
N nal Institutes of Health [NIH] 2013). Cells accumulate vitamin C via a socond
specific  transport mochantem. In wvitro stedies show that oxidized vitsmin C©
(dehydroascarbic acid) enters cells vin some facilitated glucose transport and s then
reduced intermally to ascorbic acid The physiological imponance of oxidized vitamin C
uptake is unknowrn.

Owverall vitamin C concentrations in the tissues and plasma are tightly controlled. At oml
intakes above | g per day, vitamin C uplake falls off 1o less than $0 porcent, and
unmetabolized vitamin C is excreted in the wine (NITH 2013). It does nol pecessarily
follow that unabsorbed vitamin C provides no benefit; fir cxample, decreases in

prod may be beneticial in reducing stomach cancer 1

Safety Considerations

Vitamin C has very low toxicity and is not belicved to cause serioua advene cffocts at
high inmakes. The most common complaints after very high intakes of vitamin C are
disrthes, nauses, sbdominal cramps, and other gastrointestinal effects related to the
osmotic effect of unabsorbed vitamin © in the intestine (Institute of Medicine [1OM]
2000).

and Minaral Satety 3™ Edition




VITAREN C

(@) officisl Reviews
10M (2000). The IOM found no crodible repoms of sdverse effects other than
gastrointestinal distress related to iritation and osmotic diarrthea from large doses. For
these effects, the IOM identified a LOAEL of 3000 mg per day but, because of the mild
and transicnt nature of the cffects, sclected a UF of 1.5, thin deriving a UL of 2,000 mg
per day.

Expert Group on Vitamios and Minerak (EVM 2003). The UK's EVM also found no
credible reports of adverse effects other than mild gastrointestinal distress and diarrhes.
The EVM applicd a standand toxicological default UF of 3, sctting a guidance level of

1,000 mg per day.

Food Safety (EFSA 2004). In April 2004, EFSA released a risk
mr«mmm-:wwmammwm
-wul-nu-lm-u y was supp by damaye that could oocur in the

of meeal jon. EFSA th d that sech effects were

“bylhe i ic effects in a varicty of systems. Vitamin C would be
expected 10 be because of its antioxidant properties, and there are several

1 g in addition to normal dictary intakes aro not associated with adverse gastrointostinal
:Mhnllmmhcﬂeﬂlmmlmm(!loigpﬂ&ﬂ There are no
data on th or fied forms of vitemin C.

@ CRN Recommendations
Vitamin C has an low potential for toxicity. have been
widely wied for decades. with ooly mild and transiont gastroiniestinal cffects such as
antation. bloating. and darchea, The advene gastrvintestinal effects of very high mtakes
stify the establishment of a UL at 2,600 mg per day.

CRN also identified a LOAEL of i 1y 3000 mg. Given the mild. transient, snd
sellcorrecting namre of the sdverse effects, CRN considers an uncenainty fsctor of 1.5,
23 identified by the [OM, to be ample.

The 1OM and the EVM set their ULs a2 1,000 mg per day. but neither considered in detail
the role of individual dosages versus total intake. CRN recommends a UL of 2,000 mg

56 Vitamin and Minoral Safety 3™ Edition

VITAMN C

wmhwmonm.nlemnom Suleduusbmlsnumd 1,000 mg

mn order to
® ¥ for c
CRN UL, supplomental intake 2,000 mglday
1OM UL, total intake 2,000 mglday
EFSAUL. total intake MMM!M
EC, supplement maximum Nﬂdﬂlrmhcd
EVM, guidance level,
supplomantal intako 1.000 mg/day
@m
Afroz M, Bhothiasd B, Ptrors JR, Hocenstein S, Motiarry JD, 1973, Vieassias © and Bis [lener]. JAMA.
FILESTY

Arcmoe WS, 1993 Senum erriun b sol s rak Sctor for corcaury artery dicsse i men and women sged
62 yourn. dw S Cardad. 72347348

Blaer [, Tekawn 15, Hurkey LI 1954, lron stoces ane 2of sssociated with sculy cryosandal misstion
Circnlation. ¥9:2915- 291K

Bendich A, Langseth L 1995, The healis effects of vitamin C sepplomentanon: a seview. J e Coll N
HM-1 M

T™, Polidions MU, Dabbagh A, o sl 1997, Antienid ity of visamm
e plasrna. S Miof Chem. I7201 365813860

Cochrase WA 1943, Overmanriteon in presetal and neonatal life: s prodlen” Can Mol Aooc 7 91 893
L0

Tk T, Watsom S5, Simpeon KM, Lipschite DA, Skikne BS, 1998, The offect of high sootbic scid
suppleraeanton o bedy iron wones. Blsod &4:721-726

Comelin §. 1933, Ascortis scd overdoeng: a risk facior for calciiam oxalae nephnatithiasis [Reer], f Urod
1431146,

Cartan GO, Willett WO, Rimm ER, Stampfor M) 1996 A prospecaive dudy of the intake of vaamiss C
and B4, and the rak of kiduey stones im men S Ured 15516471851,

Exvall . Chon IW, Dlozan R, 1981, The effect of rupplomenial ascorbic sod om sorvm veamin B kevels
in mychmenbpoocte patkenis. Am S Clia Now. 3013556-1361.
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Gouvernement
du Canada

Erangais

Search Canada.ca

Find a job, training, hiring programs, work
permits, Social Insurance Number (SIN)

Busi T
Starting a business, permits, copyright,
business support, selling to government

Health
Food, nutrition, diseases, vaccines, drugs,
product safety and recalls

Most requested

e " In o

Eindaioh Visit Canada Geta work permil
lobs Immigration and citizenshin

Visit, work, study, immigrate, refugees,
permanant residents, apply, check status

Benefits
EL, family and sickness leave, pensions,
housing, student aid, disabilities

Environment and natural resources
Weather, dimate, agriculture, wildlife,
pollution, conservation, fisheries

Bublic pensions (CPP and 0AS) Geta passnort

In Canada or abroad, advice, advisaries,
passports, visit Canada, events, attractions

Taxes
Income tax, payroll, GST/HST, contribution
lirmits, tax credits, charities

Maney and finances
Personal finance, credit reports, fraud
protection, paying for education

TLITILIL )

==l
=4

‘MENU’2Q] ‘Health’OlAl ‘Drug and health products’

Government  Gouvernement
of Ganada du Canada

MENU  »

Search Canada.ca

Most requested
* Canada's food quide
* Recalls and salety slerts
* Mental health support: Get heln

* Measles

T TITIIL]
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© Drug and health products’ 2tHOIA Natural and non-prescription health

products =2

Erancais
Bl Somms™ Sodmmemen

du Canada Search Canada.ca

Canadaca * Health

Drug and health products

Product licences, inspections, buying and using products
safely, side effects, recalls and complaints

Services and information Most requested
* Recalls and safety alects
Drugs and medication Licensing. authorizing and
Drug product database, medicine manufacturing drug and health products  « Childhood vaccination schedule
(prescription), cannabis, smaoking, vaping, Drug, medical device and natural health
safe consumption, production, selling, product Heence applications, review, * Magicmushrooms
Bcensing, regulations. approvals, legal requérements. o 1o with
turaland i by EI Side effects. recalls and
Recalls ry alerts, submit a drug or
Natural health products, associated health product complaint, report side effect co nt ribUto rs
guidedines and regulations. of search database. = Health Canada

Self-care products Inspecting and monitering drug and

O 3HE ofi2 AT 2610 ‘For Consumers OlA ‘Natural Health Products

Ingredients Database’ 22

Professionals - Helping 5 P
You Inform Others - Listof 3ite Licence Halders
Informing You About L« of the Envi and ble D Report 2 - Natural
PR houl: Produs Health Products
- Health Canada . ) .
Health Canada responds to the Spring 2021 Report of the Commissioner of the

ARCHIVED - and ble Deyel
Sheet w3 for Health Care
Professionats - Matural health products must be safe to use and sold without a prescription. Products
Informing Yoursedf - :
Informing You About requiring a prescription are reg under the Food and Drug.
Natural Health Producs
- Health Canada

For Consumers

Informing You About

Natural Health Products + Caffeinated energy shots
Information Sheet a4 - « Ahout Natural Health Products
for Pharmacists -
Informing Yoursslf * Aboyt Natural Health Product Regulation in Canada
) Adverse Reaction)
e S aa + Beporta Side Effect (
- e 3 &3 Products Database

Consumers - Informing
Yourself - Informing You
About Matural Health

Products - Health
Canada - m&m
ARCHIVED - Fact Sheet -
Drug Identification
ok For Industry
Natural Product Number
(NPN] Transition Forms, I and guidance doct t
What's new: Natural and « Natural Health Products Online System - natural health product application forms
Dy ey and guidelines
* Magural Health Product Licensing - Forms and templates
Natural Health Progucts " .
il * Natural Health Products Site Licensing - Forms
* Clinical Trials - Forms and templates
Fi Asked
il el P + Guidance Documents - on all aspects of requlatory raquirements for natural health
of Mastural Heshh products
Prochucts i i " ul v 4 . e
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Erangais

Features'®| ‘Launch the Ingredients Database’ 2
Search Conada.ca H

althan * Applications and Submissions

‘
Gouvemament
du Ganada

— T
l Government
of Ganada
Canadaca » Deparimentsand sgencies » Health Canada » Drugs.and bealth products » Natural

|
* Online system
Natural Health Products Online Solution
Natural Health Products Ingredients Database
Features
.I.s'LLcnt.h.lh.e.ln.gl.E.ii'.P.:lli.lJ_é.w.bﬂ 58 ]

The Notural Heaith Products Ingredients Database Is a
repository of scientific terminologies and Pre-cleared

Information approved by the Natural and Non-prescription

Health Praducts Directorate (NNHPD).

APPIUVEU HTIEUILIA! alIU TUTFTHIEUIUTE YT EUren

information as well as NNHPD
monograph and abbreviated labelling standards

information;

Alidatn cantant af neadiis lieanca annlicatiane ae Hho

Wusy Fr more imerrtien ot P ooy Cleats st o

= —_ = ‘ H . H ’
2H ofHO = 0|0t ‘Single ingredient monographs
It the seanch is unsuccessiul, iry synomyms. allerals spolings of other combinations of krywors.
For asdtional search g, the blatural b N Een daaliane
i i Gepducts Qrios FRam.
Controlled vocabulary search:
Cotegory: Chemical Classes B
Pro-Cleared information {PCT) i any form of ink salory. ¥ bty of & g L prodct hat NNHPD has reviewed and
110 SO0 U TS Evlaion of P NHP. And Sarves &5 & FRRADIo SOUSTS Of DRcuct NIGTmBlon ol CONSUITSIL.

deieemingd t be acooptable.

Frr autebiirey o emoxtieationn % the WHPTD, pbte 18 in & Naturpl bnakh Products Igradons Dstabate | Foms and som 10 ogtedienl i 8.

Pel

To propose changes to the NHPID
latace aun Foom

Lk blatural Health Products Ing:

Date mosfied; 2024-06-06 1046
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Single ingredient monographs

Singh % ]

‘ennaining only one medicial ingadent. © Pre-Cleared

Mg in the fiis beiim whe ate loflnwesd by 4N RStefish, (" Ingpocsonts Database information

0 e el P By v Prs- PG

HHP ograph.
populatod i the sPLA. Whan . iy .
e g et R o el sl prichuct thal

monogragh that is rot generated, the Compendial” appicaton st

Foem etermines to be accoptable.

Electmns produc feence seoication form PEI can ba used 1o apeed up the
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Erancais
Bl S Svemer
Canadaca » HesthCanada - Drugsbbiessh Procucts - Natural Healn Products  ~  Maluml Hesh Products ingrediants Oatabase
Probiotics
Hialg on meats. such s Po {POF). Microsoft Word } oo, T

« Al of the microorganisms found in Appendix | (Table 6) are excuded from this monograph and the compendial appiication process.

Source Information’

Date
January 27, 2023
Proper name(s) Common name(s) Part(s) | Strain(s)?
Bifdobacterium adolescentis Bifidobacterium adolescentis g:ole j:::‘“ .
\Wnole strain
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Health  Sa
B+l . 2.
NATURAL HEALTH PRODUCT

PROBIOTICS

This monograph is intended to serve as a guide to industry for the preparation of Product Licence
Applications {PLA;} and labels for natural hl:uilh pmduct market authorization. It is not intended

tobea ive review of the medi

Notes

= By itting a PLA refe ing this graph, the appli isamlinglhatmepmduct
will comply fully with the ded diti cfuse and specifications section

outlined in this graph. These include speciesi ion, strain
quantification in colony forming units (CFU), and a complete assessment of virulence
properties (including but not limited to: antibiotic resistance profile, virulence factor
production, and toxigenic activity).

»  Textin parentheses is additional optional information which can be included on the PLA
and product label at the applicant’s discretion.

»  The solidus (/) indicates that the terms and/or statements are synonymous. Either term or
statement may be selected by the applicant.

*  Any pon-viable form ol the medicinal ingredients found in Tables 1, 2, and 3 {: & ]ual—

killed, th bilised) is excluded from this graph and the PF
process.
= All of the mi i found in Appendix I (Table 6) are excluded from this monograph

and the compendial application process,

@ Date January 27, 2023

® Proper name(s), Common name(s), Source information(s), Strain(s)

Note
Refer to Appendix I, Table 6 for medicinal i dis that are excluded from this h

Table 1. Proper name(s), Common name(s), Source information, Strain(s) - BACTERIA

.q) _ o) Source Information'

‘Proper name(: Common name(s B

i : ; Pani(s) Stain(s)*

Rifidak i Bifidab irn Whole cell Strain designation
ol Tk

Bifideh i Bifidab T Whole cell Strain designation

animalis subsp, animalis subsp.

anintalis aninalis

453



454

B+l & &Nt

Table 3. Proper name{s), Common name(s), Source information, Strain(s) — FUNGI
> T
Proper name(s) Common name(s) 7 Sofre mg‘::‘.:t:m
Debaryomyces hansenil | Debaryemyces hansenil | Whele cell Strain designation
Ky lactis Kl lactis | Whaole cell Strain designation
Klupveromyces Candida Whaole cell Strain designation
marEianis psendotropicalis
Saccharemyces bayanus | Saccharomyces bayanus| Whole cell Strain designation
Saccharomyces Saccharomyces ‘Whele cell Sirain designation
howlardii boulardii
Saccharomyces = Baker's Yeast Whole cell Strain designation
cerevisiae » Brewer's Yeast
» Brewers yeast fungus
Saccharomyces Saecharomyces Whole cell Strain designation
Sl i Sch, i Whole cell Strain designation
pombe pombe
Xanthop thop! ‘Whole cell Strain designation

The source material should be the same as the proper nome.

*The PLA and label must identify the strain designation as the source material for cach microorganism (e.g.
Saccharomyers cerevisiae ABC123 where "ABC123" is the strain designation).

References: Golubev 1995, van der Walt 1971, Lodder 1952, Saccardo 1895, Lindner 1893, Meyen ex E.C.
Hansen 1883, Reess 1870,

@ Route of administration
Oral

@ Dosage form(s)

:I'hia mmmlgh_ea(ctu&rs foods or food-like dosage forms as indicated in the Compendium of

Acceptable dosage forms by age group:

Chl]dron 1- lyean, T‘he wcepmbde phamcmllc:l douy Forms are limited to

ia et al. 2008; EMEA/CHMP 2006),
Chlldun 3- S years: The. ucepwhk pha:macm al douy forms are limited to chewables,
(Giacoda etal. 2008;

EMEA/CHMP 2006), e
Children 6-11 years, Adolescents 12-17 years, and Adults 18 years and older: Acceplable
dosage forms for eral use are indicated in the dcslg: ﬁxm drop- ~down list of the web-hased

Product Licence App ion form for C

Probiotics Page 7 of 27
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@ Use(s) or Parpose(s)
Medicinal ingredients from Tables 1, 2, and 3

Source of probiotics.

Medicinal ingredients from Tables !, 2, and 3 except L Baaec il 72 and 1. bacill
gallinarum

= Helps support intestinal/gastrointestinal health (Alonso and Guamer 2013; DuPont and
DuPont 200 1; WGOGG 201 1; Rolfe 2000},

= Couldp a gut flora (B iny 2001 ; Morelli 2000; Collins et al. 1998).
Table 4. Medicinal ingredients from Table 2 with specific use(s) or purpose(s)
Medicinal ingredients Strains Uses or Purposes
Lacticaseibacilius GG Helps to manage acute infectiouns
rhamnosis diarrhoea

Helps o manage andfor reduce
l.'he rink of antibiotic-associated

FLactobacilius johnsonii = Lal An adjunct to physu‘.lan supervised
= Ljl mubmu: therapy in patients with
= NCC 533 b pylori infections
= Saccharomyces All Helps to reduce the risk of
bowlardii antibiotic-associated diarthoea
> Saccharomyces
cerevisiae
References: Canani et al. 2007, li et al. 2006, al. 2005, Can et al. 2006, Cruchet et
al. 2003, sk ctal. ZD(I] Ci ini et al. 2002, Aroueeri et al. 2001, Felley etal. 2001,
Cknnd.n]lleal 2000, Vanderhoof et al. 1999, Guarino et al. 1997, McFarland et al. 1995, Sumwics et al.
1989,
© Dose(s)
Subpopulation(s)

Children 1 to 11 years, Adolescents 12 to 17 yearsand Adults 18 years and older (Gill and
Prasad 2008; Lenoir-Wijnkoop et al. 2007; Hawrelak 2006; Picard etal, 2005; Reid etal. 2003),

Probiotics Page 8 of 27




Bel i, B

(1 . hlends) arcnot mcluded in this monograph.
or {e.g g mL) are not acceptable.
Direction(s) for use

All medicinal ingredients found in Tables | and 2 excepr Saccharomyces cerevivive and 5,
Benlardii

“Take at least 2-3 hours before or after antibiotics (NIH 201 1; APhA 2006; Biradar et al. 2005),
All medicinal ingredients found in Table 3

Take at least 2-3 hours before or after takh i 1 dicati (NIH 2011; APhA 2006;
Biradar etal. 2005).
® BDuration(s) ol use

Nao staternent required.

Risk information
Caution(s) and warning(s)

- Conwln hul:hm itis h care
fei, 1o use 1l' ynn have l'zvu vomiling, bloody diarthoea or
severe abdominal pain (APhA 2006; WHO 2005 CH\A 2002}
- Stopuneand eomn:lla hen}lﬂ:\cm h care p

ve upset (e £ di worsen
nnd-‘orpemsla beyond 3 d.uy:(APhA:OOG W'KO 2005).

Contraindication(s)

Donmuulhupmduﬂ |fy\:vu hnveun P AIDS,
patients d (AMA 2006; Cuko\ne-Cmdmslnl
2006; Ledoux etal, 2005: Riquelme et al. 2003; Lherm et al. 2002).

Known adverse reaction(s)

No statement required.

@ Nop-medicinal ingredients

Must be clms:n frm the current Matural Hult.h Products Ingredient Datat 1D} and
the 1i outlined in the d

Probiotics Page 10 of 27
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Note

Cr Alli i that are added during th ing process of
a live microorganism o preserve its mb:luymmhry need to be disclosed as non- medicinal
ingredients.

@ Storage condition(s)
Ligquid products
Store in refrigerator in a tightly closed, light-resistant container,
Note

‘This requ ﬂmnl does nol apply o shc].l' mblellqmd dom form pnparmna {ie. oil
ficated in the Ci

Non-liguid products foptional)

Store in refrigerator in a tightly closed container (Liu 2009; Juarez Thomas 2004; Shillinger
1999),

@ Specifications

» The medicinal ingredi t comply with the outlined in the NHPID and the
Tollowi i dto be met by each ﬂvtmmmmgan{sm attesting to this
monograph:

» The Epecwu Latin hinomial |denufclmm must be up to date and validated.
- oflhn ! in Ihchumangut:mulhe demonstrated. In-vitre

gastric acid and bile
- TM mmmnmmusm muslh: pdenuf‘ml hy pbenuype and genotype:

vsed to distingiish
the species from oﬂwn. ‘This inclades a series of testing for sufficient confirmation

of observable traits of the species,

- Genotyping must be lamsed a5 folluws

+ Specics i f genom: i

pcﬂ:emxy: o bmh ‘Ld.cnllcal" d"c!.omly m]xmd"typssmms obla!nodﬂun

AND
+  Strain characterization through an up to date complete/whole genome
&equen:msmeﬂ:od
. Ab: each live mi ism must be blished through the

following:

- Comp of antibiotic/anti | resi profile to typical sp
as d by an i ionally ized panel;

AND

Probiotics Page 11 of 27
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Bel imm, &,

Note

on the ing process, including but not limited to the above, must be
by the i the and provided to Health Canada upon request.
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Risk Assessment Vitamin C

(D General information

Chemistry

Vitamin C is a six-carbon compound structurally related to glucose, isting of two inter A
compounds; L-ascorbic acid, which is a strong reducing agent, and its axidsed derivative, |-
dehydroascorbic acid

Matural occurrence

Mast animals are able to synthesise vitamin € from glucose and galactose, However, primates and
guinea pigs are unable to do so.

Oceurrence in foods, food supplements and medicines

Food of plant orgin, particularly citrus and soft fruits and leafy green vegetables, are major sources of
vitamin C. Kidnay and liver are good animal-derived sources of vitamin C Viramin C & readily lost during
cooking, due to oxid: ic acid & a permitted anti-oxidant in food with no specified limits on
the level of fortification. Vitamin C is present in numerous dietary supplements and in licensed
medicines at doses of up to 3000 mg,

Recommended amounts

In 1991, COMA recommended a RN for ascorbic acid of 40 mg/day for adults, with an increase in
pregnancy 1o 50 mg/day. and during lactation 1o 70 mg/day [COMA, 1997)

Analysis of tissue levels and vitamin C status

Plasma and urinary vitamin C levels may be measured but reflect recent dietary intake rather than the
level of vitamin C in body stores. Leucocytes contaln higher concentrations of vitamin € than plasma,
whole blood or serum but measurement of leucocyte vitamin C is technically more difficult than
estimation of plasma or unnary levels. A leucocyte vitamin C level below 0.01 mg per 10° cells is
generally regarded as deficient.

Brief overview of claimed non-nutritional beneficial effects

It has been claimed that vitamin C protects against the cold ficial effects on condi
such as cancer, vascular disease. cataracts, diabetes, asthma, artheitis, Parkinson’s disease, autism and

depression have also been suggested.

@ Toxicity

Human data

Guitronseiting effects we the most common sdverse cinical events ssoceted with scute. high doies
of viamin € given ower a short period of trme.
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@ Studies of particular importance in the risk assessment
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Cameron and Camplell, 1974

i w stepped wudy healthy human volunteen were gven vitamin C with the doss rcreasing sach week
by 1000 mg. Abdomirel datention, fletulence. damhoss and trarient colc were described a3 Tarly
froguent effects ot wwpplomental dose kevels of 30004000 myg daily Mo cther detaly went privaded.

Cook e of, 1984

Serenteen adult volurteens were ghen 2000 g witarnin CAday with reals for 16 weels i & study
euamieng the elfect of detary ron albnorption ind ssimelation on body ron it MNine wbiects
contrued in the Ty, Taking thaie dotes of vitamin C for 4 monthi. Mo subwective Lde effects were
reported Akhough vitamin C enhanoes abscrption of non-haem ron, no increase in serum ferretin level
v found, devpite wade varation in intiad iron stafus between the volurteers. The suthon concluded
that supciemental vitann C had & reglipble effect on Fon stores. Vitsmin C supplementstion
contirued for a further J0 montha in 4 ron-defcient and 4 on replete wbsects. No effect of vitamin C
o Bady o reservet (38 medsured by serum Ferrmin bevels] wat apparert and no imtesrinal adaptanaon
0 the enhancing effect of the vitamin had ocoured  The authars comidensd several posubile
exglargtion for their firdingy. No advene effecty were reported m tha study of lerge supplemensal
daset of vitamin C but the uthor noted that the Mudy dd rot esciude poasble idvene effects in
ndivduals who are hetorosygou for the hasmochromatons pore [sppeosimately 10 of the
population]. The study rvolved small numbers. of participants with varable ron status and was not
Blinded though compliance wan checked

@ Exposure assessment

Tt exposune./ntake

feod Mo i g iday
975th percentii: 160 mg/day [from 1986787 NOINS)

Supplements up to 3000 mgAday [Annes 4)
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Aloe

® Definition

Aloe is the dried juice of the leaves of Aloe vera (L) Burm. £ or of A. ferox Mill.
and its hybrids with A. africana Mill. and A. spicata Baker (Liliaceae) (1-6).

@ Synonyms

Aloe vera (L.) Burm. f.

Alve barbadensis Mill., Aloe chinensis Bak., A. elongata Murray, A. indica Royle, A
officinalis Forsk., A. perfoliata L., A. rubescens DC, A. vera L. var. littoralis Konig ex
Bak., A. vera L. var. chinensis Berger, A. vulgaris Lam. (7).

In most formularies and reference books, Aloe barbadensis Mill, is regarded as
the correct species name, and Aloe vera (L.) Burm. E. is considered a synonym.
However, according to the Intemational Rules of Botanical Momenclature, Aloe
vera (L.) Burm. £. is the legitimate name for this species (8-10). The genus Aloe
has also been placed taxonomically in a family called Aloeaceae.

Aloe ferox Mill.

Aloe horrida Haw., A. perfoliata Thunberg., A, pseudoferox Salm. Dyck, A. socotrina
Masson., A, supralaevis Haw., Pachydendron ferox Humb. & Bonpl., P. supralaeve
Haw. (7).

Selected vernacular names

Aloe capensis, aloe curacao, aloe vera, aloes, aloés, aloés du Cape, aloés
feroce, aloes wvrai, aloés vulgaire, alovis, Barbadoes aloe, Barbadoes aloes,
Barbados aloe, Bergaalwyn, Bitteraalwyn, Cape aloe, chirukattali, Curacao
aloe, Curacao aloes, Curacao alos, Echte Aloe, ghai kunwar, ghai kunwrar,
gheekuar, ghikanvar, ghikuar, ghikumar, ghikumari, ghikwar, ghiu kumari,
ghrita kumari, ghritakumari, grahakanya, gwar-patha, haang takhe, hlaba,
Indian aloe, jadam, korphad, kumar, kumaro, kunvar pata, kunwar, laloi,
laluwe, lo-hoei, lo-hoi, lou-houey, lu wei, luchuy, manjikattali, Mediterranean
aloe, murr sbarr, musabar, rokai, sabbara, saber, sibila, sabilla, sabr, saibr,
savila, savilla, semper vivum, shubiri, sibr, siang-tan, star cactus, tuna, umhlaba,
waan haang charakhe, wan-hangchorakhe, yaa dam, yadam, zdbila, zambila (1,
7, 14).
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Description

Aloe vera (L.) Burm. f.

Succulent, almost sessile perennial herb; leaves 30-50 em long and 10em broad
at the base; colour pea-green (when young spotted with white); bright yellow
tubular flowers 25-35cm in length arranged in a slender loose spike; stamens
frequently project beyond the perianth tube (12).

Aloe ferox Mill.

Arborescent perennial shrub with a single stem of 2-3m in height, crowned by
a large rosette of numerous leaves which are glaucous, oval-lanceoclate, 40-
60cm in length, thomny on the ridge and the edges; inflorescence an erect
raceme 60cm in height; Howers with peranth 2.5cm in length, red, vellow, or
orange (2}.

(5) Plant material of interest: dried juice

Solidified juice originating in the cells of the pericycle and adjacent leaf paren-
chyma, and flowing spontancously from the cut leaf, allowed to dry with or
without the aid of heat.

It is not to be confused with Aloe Vera Gel, which is the colourless mucilagi-

nous gel obtained from the | h cells in the leaves of Aloe vera (L)
Burm. £ (13).
General appearance

Curacao or Barbados Aloe, derived from Aloe vera (L.) Burm. £

The dried juice occurs in dark chocolate-brown usually opaque masses; frac-
ture, dull waxy, uneven, and frequenty conchoidal (2, £).

Cnp:)\lot,dnwtdﬁ'nmﬁ. ferox Mill. and its hybrids with

A. africana Mill. and A. spicata Baker

The dried juice occurs in dark brown or greenish brown glassy masses, often
covered with a yellowish powder; in thin fragments it is transparent and
exhibits a yellowish, reddish brown or greenish tinge; fracture, smooth, even,
and glassy (2, 8).

Aloe is marketed as opaque masses that range from reddish black to brownish
black to dark brown in colour. Odour, ch and disagreeable; taste,
somewhat sour, nauseating and very bitter (2, 7, 12).

See “Powdered plant material” below.

Powdered plant material

Powdered aloes are yellowish brown to dark l:ddﬁh bmwn M.lcrusmpl:ally,
Cape Aloe appears as L brown or brown i and

angular fragments; Curacac Aloe shows fugmenu with numerous minute
acicular crystals embedded in an amorphous matrix (1-3, 12, 14).

Geographical distribution

Native to southern and eastern Africa, and subsequently introduced into north-
emn Africa, the Arabian peninsula, China, Gibraltar, the Mediterranean coun-
tries, and the West Indies (45). It is commercially cultivated in Aruba, Bonaire,
Haiti, India, South Africa, the United States of America, and Venezuela (2, 7, 12,
14, 13).

General identity tests

Macroscopic and microscopic examinations (1-3, 7, 12, 44); solvent solubility
(hot alcohol, boiling water, and ether) detcrmmalmn {2 4-6); chemlca.l reac-
tions (1-6, 8, 12-14); and thin-k F analysis ploying
barbaloin as the refi d. ‘(.6—7),

Purity tests

Microbiology

The test for Salmonella spp. in aloe products should be negative. The maximum

acceptable limits of other microorganisms are as follows (fé—x‘.ﬂ For prepara-

tion of d aerobic b more than 107/g; fungi—not more

than 10%g; Escherichia coli—not more than 10%g. Preparations for internal use:

aerobic bacteria—not more than 10%/g or ml lungl.—no: more than 10%g or ml;
ia and certain Gi egal more than 10%g or ml;

Escherichia coli—0/g or ml

Foreign organic matter

Adul Aloe in © may i be adul d with black
catechu, pieces of iron, and stones. These can be detected by examining alco-
hol-soluble extracts under ultraviolet light which gives a deep brown colour
with aloe and a black colour with catechu (14).

Total ash
Mot more than 2% (3-5),
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Water-soluble extracts
Mot less than 50% (1, 2, 14).

Alcohol-insoluble extracts
Mot more than 10% (1-3, 14).

Moisture
Not more than 10% for Cape Aloe (6), and not more than 12% for Curacao or
Barbados Aloe (2-6, 14).

Pesticide residues

To be established in accordance with national requirements. Normally,
the maximum residue limit of aldrin and dieldrin for Aloe is not more than
0.05 mg/kg (18). For other pesticides, see the WHO guidelines on quality control
methods for medicinal plants (16) and guidelines for predicting dietary intake of
pesticide residues (19).

Huvy metals

ded lead and cadmium levels are not more than 10 and 0.3mg/kg,
respectlvely. in the final dosage form of the plant material (16).

Radioactive residues

For analysis of strontium-90, iodine-131, caesium-134, caesium-137, and
plutonium-239, see WHO guidelines on quality control methods for medicinal
plants (16).

Other tests

Acid-insoluble ash and chemical tests to be established in accordance with
national requirements.

Chemical assays

Thin-layer ch graphy and microchemical analyses are employed for the
qualitati lysis for the of anth glycosides (1-7, 12, 14).
Quantitative analysis of total anth glycosides, caleulated as barbaloin, is

performed by spectrophotometry (4, 5).

Curacao or Barbados Aloe, derived ﬁ»om Aloe mm fI..) Burm. f.
Contains not less than 28% of hyd , eXp d as
barbaloin (4-#).

Cape Aloe, derived from A. ferox Miller and its hybrids with

A. africana Mill. and A. spicata Bnlm'

Contains not less than 18% of hydroxy derivati d as
barbaloin (4, 5).

Major chemical constituents

Aloe contains as its major and active principles hydroxyanthrone derivatives,
mainly of the aloe-emodin-anthrone 10-C-glucoside type. The major constitu-
ent is known as barbaloin (aloin) (15-40%) (8, 13). It also contains hydroxyaloin
(about 3%). Barbaloin (=aloin) is in fact a mixture of aloin A (105) [1] and B
(10R) [2]. A ferox also contains aloinoside A [3] and B [4]. Aloin A and B
interconvert through the anthranol form as do aloinoside A and B (13).

o4 o oH
HO a
CHOR CH,
CH,OH
% oH oM
HO - . o
o OoH B-decuy-a-L - mannopyranosyt
1l A=+ 2 A=n
3] A= aLhammopyranosd 4] A= s-irhamnopyranosy!
Dosage forms
Powdered, dried juice and preparations thereof for oral use.
Medicinal uses
Uses supported by clinical data
Short-term treatment of occasional constipation (2, 42, 13, 15).
Uses described in phar poeias and in traditional sy of
medicine
None.

Uses described in folk medicine, not supported by experimental or
clinical data

T of peptic ulcers, tuberculosis, and fungal
infections, and for redueucn of blood sugar (_glmse} levels (11, 20).




Experimental pharmacology
As shown for senna, Aloes me:hamsm of actuon is twofold. It stimulates
colonic motility, and ing colonic transit, which

reduces fluid absorption from the faccal mass. It also increases paracellular
p:m:eabdlty across the :ulumcmumsa bably owing to an inhibition of Na”,
K i o to an inhibition of chloride ¢t ls (8, 21, 22),
which results in an increase in the water content in the large intestine (21).

Clinical pharmacology

The laxative effects of Aloe are due pmmn]y to thc 1, 8 -dihydroxyanthracene
glycosides, aloin A and B (f rbaloin) (23, 24). After oral
administration aloin A and B, which are not absorbed in the upper intestine, are
hydrolysed in the colon by intestinal bacteria and th:n reduced to the active
metabolites (the main active bolite is al -anth ) (25, 26),
which like senna acts as a stimulant and irritant to the gastrointestinal trace (27).
Th: laxanv: effect of Aloe is not generally observed before 6 hours after oral

and i not until 24 or more hours after.

Toxicity
The major symptoms of overdose are griping and severe diarrhoea with conse-
quent losses of Huid and electrolytes. T: should be supp

with
generous amounts of fuid. Electrolytes, particularly potassium, should be
monitored in all recipients, especially in children and the eldedy (28).

(i) Contraindications

As with other stimulant laxatives, products c ining Aloe should not be used
i with i inal ob ion or is, atony, severe dehydration

wwth dacuolyte ion, or Chmnic ipati (28)- Aloe should not be
i with i v intestinal di such as appen-

dicitis, Croh.n dtsem, ulcerative collus, irritable bowel syndrome, or
dlverucullus, or to children under 10 years of age. Aloe should not be used
during pregnancy or lactation except under medical supervision after evaluating
ben:ﬁts and risks. Aloe is also comramd:cawd in patienm with cramps, colic,

hritis, or any undiag F such as
pain, nausea, or vomn:mg (28, 29).

(@) Warnings
Aloe-containing products should be used only if no effect can be obtained
through a change of diet or use of bulk-forming products. Stimulant laxative
products should not be used when abdominal pain, nausea, or vomiting are
present. Rectal bleeding or failure to have a bowel movement within 24 hours

after use of a laxative may indicate a serious condition. Chronic use may cause
dependence and need for increased dosages, disturbances of water and electro-
Iyte balance (e.g. hypokalaemia), and an atonic colon with impaired function
(28).

The use of stimulant laxatives for more than 2 weeks requires medical
supervision.

Chronic abuse with diarthoea and consequent fluid and electrolyte losses
(mainly hypokalaemia) may cause. albuminuria and haematuria, and may result

in cardiac and i rhe ].auer icularl in the case of
wnwm:um use of cardiac glycoﬂdes (dig 5 i or
ice root (see P ).

@ Precautions
Geusr.rd
Lax i glycosides should not be used continuously
for longer than 1-2 weeks owlng to the danger of electrolyte imbalance,
Drug interactions
Decreased intestinal transit time may reduce absorption of orally admini d
drugs (30).

1 g from long-term laxative abuse can poten-
tiate the cf&m of cardiotonic Blymsldcs (dlsltalls strophanthus) and anti-

arthythmic drugs such as quinidine (30). The i ion of hypokal
drugs such as thiazide diuretics, adrenocortic , and liquorice root may
be enhanced, and electrolyte imbalance may be aggravated (31).
Drug and lab y test inter
Standard methods may not detect antt id bolites, so of
faecal excretion may not be rdlable (26)

Urinary ion of certain baolites may discolour the urine,

which is not clinically relevant but which may cause false positive results for
urinary urobilinogen, and for estrogens when measured by the Kober procedure

(30).

Carcil i’ g , impairment of fertility

Data on dme car\:moge.nlv:ll:y of .M.oe are not available. While chronic abuse of
thranoid-c ives was hypothesized to play a role in colorectal

cancer, no causal i) id laxative abuse and colorectal

cancer has been demonstrated (32-35).

In vitro (gene mutation and chromosome aberration tests) and i vive (micro-
nucleus test :n murine bone marrow’j genoloxlcuy studies, as well as human
and animal phar ki data, i no g ic risk from Cape Aloe
(36-38).
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Pregrancy: teratogenic effects

No teratogenic or fetotoxic effects were seen in rats after oral treatment with
aloe extract (up to 1000mg/kg) or aloin A (up to 200mg/kg) (39).

Preg non genic effects

Aloe should not be used during pregnancy except under medical supervision
after benefits and risks have been evaluated (40).

Nursing mothers

Anthranoid metabolites appear in breast milk. Aloe should not be used during
lactation except under medical supervision, as there are insufficient data avail-
able to assess the potential for pharmacological effects in the breast-fed infant
(30, 40).

Paediatric use

Oral use of Aloe in children under 10 years old is contraindicated.

@ Adverse reactions

Abdominal spasms and pain may occur after even a single dose. Overdose can
lead to colicky abdominal spasms and pain, as well as the formation of thin,
watery stools (28).

Chronic abuse of can lead to hep
(41). Long-term laxative abuse may lead to :Iemolyt: disturbances

h sparal, 1

(hypokalaemia, hypocalcaemia), bolic acidosis, i weight
Iuﬁs alburmnunaJ and hacmatuna (30, 42, 43). Weakness and onthostatic
3% y be bated in elde’dy patients when stimulant laxatives
are rep il use.d (31). S d. ism may occur owing to renal
tubular darmgz after aggravned use, Steatorrhoea and protein-losing
pathy with hyp ia have also been observed, as have

excesslve excretion of calcium in the stools and osccomalacia of the vertebral
column (44, 45). Melanotic plsmgnuucm of the c,uiomc mucosa {puudn-
melanosis coli) has been ot d in individuals taking

for extended time periods (29, 42). The pigmentation is chmcally harmless and
usually reversible within 4 to 12 months after the drug is discontinued (29, 42).
Conflicting data exist on other toxic effects such as intestinal-neuronal damage
after long-term use (42, 46).

Posology

The comrect individual dose is the smallest amount required to produce a
soft-formed stool (26). As a laxative for adults and children over 10 years old,
0.04-0.11 g (Curacao or Barbados Aloe) or 0. 06—0 17g {Cap: Aloe) of the dried
juice (&, 14), ponding to 10-30mg hy per day, or
0. igasasmg!edoumdwevemng
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ALOE VERA

@ 1. Exposure Data

The first recoed of human use of Aloe veraisin
Sumerian hieroglyphics engraved on clay tablets
during the Mesopotamia civilization circa 2200
BC, in which it is described as a laxative. Use
of aloe in ancient times is also documented in
Egypt, Greece, and China, Aloe wera was culti-
vated on the isdands of Barbados and Curacso
in the Caribbean by Spain and the Netherlands,
and was sold in various parts of Europe during
the 17th century (Park & Jo. 2006). Commercial
cultivation of Alo¢ vera in the USA began in the
1920s in Florida (Grindlay & Heynolds, 1986).
Although Aloe vera originated in the warm, dry
climates of Africa, the plant is readily adaptable
and grows worldwide (Stecnkamp & Stewart,
Use of Aloe wera gel extracts in health foods
and beverages, and mok 2
began during the 1970s, starting in the USA and
parts of Europe (Park & Jo, 2006). Historically,
Aloe veria was used topically to heal wounds and
for various skin conditions, and orally as a laxa-
tive (Stoenkamp & Stewart, 2007). The dried latex
of other Aloe species, such as Aloe ferox Miller
(Cape aloe or bitter aloe) has also been used as
a laxative (EMA, 2006). Today, Aloe vera is also
used as a folk or traditional remedy for a varlery
of conditions and is found in some dictary

s dfood products. Aloe vens gel can
befoundinkh Leeds of sk 7 & ;..—lm!in‘-,
lotions and sunblocks (NCCAM, 2012}

A glossary of commonly used terms for Aloe
vera products is provided in Table 1.1.

1.1 Identification of the agent
I.1.] Botanical data
fa)  Nemenclature
For details on botanical nomenclature, see
Newton (2004).
Chem. Abstr. Serv. Reg. No.: 8001.97-6
Chem. Abstr. Name: Aloe barbadensis
Botanical name: Aloe vera (L) Burm. [
(synonym, Aloe barbadensis, Aloe humilis
Blanco, Aloe indica Royle, nomen nudum,
Aloe perfoliata var. vera L., Aloe vulgaris
Lam.) (GRIN, 2013).
Family: Xanthorrhocaceae
Genus: Aloe
Plant part: Leafl
Common names: Aloe vera; Aloe vera Linné;
True aloe; Aloe barbadensis; Barbados
aloc; Curagao aloe; Mediterrancan aloc:
Ghritakumari; Lu Huk Luhui, ete.
From WHO (1999), Eur Ph (2008}, ONeil
et al _(2006), SciFinder (2013), IASC (2013a),
Boudreau ef al. (2013a).
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people in p Hispanic pop
in the southern USA: according to surveys, it is
also used froquently by 10.8%, 10.3%, and 7.6%
of adults in Australia, Italy, and Jamaica. respec-
tively (Ngo et al. 2010).

1.5 Occupational exposure

No specific studics
were identified, It can be assumed ﬂm workers
in the production of Aloe wria may be exposed,
as well as workers in pharmaceutical, cosmetic,
and food industries that use Aloe vera as an

ingredient.

A published of ble levels
of natural il ings by the Flavor and Extract
3 that an

acceptable level of Aloe wra extract is 5-2000
ppm. No distinction is given for the part of the
plant or type of plant extract used to produce
the extract used as a flavouring additive {Duke
& Beckstrom-Sternberg, 1994).

For cosmetic uses. many of the manufac-
turers of Aloe vera gel take care to supply an
i at no
more than 50 ppm (Committee of Experts on
Cosmetic Products, 2008). This maximum level
was also demanded in a safety assessment of the
cosmetic industry (Cosmctic Ingredient Review
Expert Pancl. 2007).

Aloe vera is specified in several official phar-

1.6 Regulations and guideli
Products made with vurwus componcnts. of
and b

, and an induestry quality standard
of the International Aloe Science Council is
also lable (Table 1.4). An American Herbal

Aloe vera (aloin, al
ww:xnneumeugulaudbylh-e FDA as oral
ter (OTC) i [\CC‘\\I.

2012). In 2002, the FDA promulgated a
tion stating that the stimulant laxative mg,u-
dient Aloe vera in over the counter (OTC) drug
ducts is not ized as safc and
effective” or hmm-md..d (EDA, 2002). Because

d such p

:lid noL prwide |h¢ necessary safety data, the
FDA required that all OTC Afoe vera laxative
products be removed from the USA market or
reformulated (NCCAM, 2012). [The Working
Group noted that currently no medicinal OTC
Aloe vera products are available in the USA,
unlike Europe where some medicinal Aloe vera
products are still available.]

According to FDA regulations, Aloe vera may
be safely used as a flavouring in foods as defined
in 21CFR172.510. The Environmental Protection
Agency (EPA) classified Aloe vera gel as a List 3
substance {inerts of unknown toxicity), and also
listed Aloc vera gel as an inert ingredient of pesti-
eide products (SciFinder, 2013).

Hummpoda on "Aloc vera Jeaf, Aloc vera leaf
juice, Aloe vera inner leaf juice” was provided
CAHP. 2012).

2. Cancer in Humans

Nodata were available to the Working Group.
‘Cancer in Experimental Animals

3.1 Studies of carcinogenicity

Whole leaf extract of Aloe barbadensis Miller
[Afoe vera] was tested for carcinogenicity by oral
administration (drinking-water) in one study in
mice and one study in rats.

3.1.1 Mouse

In a 2-year study of carcinogenicity, groups
of 48 male and 48 female BOCIF, mice (age. 6-7
weeks) were given drinking-water containing 0
(controls), 1.0%, 2,06, or 3.0% (wt/wt) whole leal’
extract of Aloe barbadensis Miller [Aloe vera]

51

(@)4. Mechanistic and Other
Relevant Data

In reviewing studies relevant to the possible
carcinogenicity of Aloe vera, the Working Group
noted that attributing appropriate weight to indi-
vidual studies was complicated by the consid-
cration that, despite the terminology used, the
material tested may not have been identical
across various studies and/or may not have been
identical to the material that was studicd in
experimental animaly, as described in Section 3
of this Monograph.

4.1 Absorption, distribution,
metabolism, and excretion
4.1.1 Hurnans
Mewe!emn-puuohludkllodﬂnmlm

Abewt_l

@) Companents of Aloe vera gek metobolism
£ vivD

melecular weight > 400 kDa) labelled with fluo-
resceinyl isothiocyanate (FITC) with a suspen-
slon of fresh human faeces for 5 days gave two
metabolites, with molecular weights of 10 and
30 kDa, in 1% yield, meaning that aloemannan
s catabol human intestinal bacteria (Yag
ctal., 1999).

b Components of Aloe vera fatex
ingested anthrone Ce-glycosides (Le.
aloin A and aloin B) pass intact through the
upper portion of the gastrointestinal tract and
upon reaching the lower gastrointestinal tract
are cleaved to aloe-emodin-anthrone by
human Eubacterium sp. BAR given to germ-free
rats {Che ef al. 1991 Hattori et ul, 199% Akao
dmmlmfmwmmw
d and is excreted in the

T ar
excretion of topically applied Aloe vera gel. whole
leaf extract or decolorized whole leaf extract in
experimental animals or humans.

Aloe vera whole leaf extract is composed of
ylmdlilu Aloe vera gel contains non-starch
poly "ofhi;h"mwahc
tajor one bet ) that are
nfwrnnhhhnidbfﬂﬂ-ﬂ,(m}’lh:ﬂ:
{Fig. 1.3 in Section 1). Aloe vera latex contains
the anthrone C-glycosides aloin A (barbaloin)
and aloin B liwhrluloh-] that arc Ilnh\i b;
p-glycosyl bonds to D-ghucopyranose, Ot
C;imudabundtudb:mhmhchm
alocsin {aloeresin B) and aloeresin A in which

urine as rhein, as was shown in three volunteers
receiving Aloe vera or barbaloin (Vyth & Kamp,
197%; Fig. 4.1

4,1.2 Experimental systems
fal  Components of Aloe vera gel
In beagle dogs, the oral administration of
radiolabelled acemannan at a dose of 20 mg/kg
body weight (bw) per day for 3 months resulted
in peak blood concentrations at 4-6 hours and
a half.life of > 48 hours (Fogleman #f al. 1992).
Male H\’ mlce were given FITC-labelled

mlmllnr weight,
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4 1 oxid: "
to al d

drhy Fig.4.1). Likewise, 1
11 ds by

Although the carcinogenicity of Aloe wera
Appears to be dependent upon the presence of
aloe-

cleavage of the P-134 linkages. '
The oral administration of Aloe wra whole

fraction, in p
emodm. the mednlmm by' whl:h lhls (racuon
causes

leaf induces hy lasia of the large
intestine in mice and rats, and adenomas and
of the large in rats. Rats

dosed orally with acemannan for up m6 munlhl
did not display any

he admi ofdloewmwhﬂkleafmﬂ
rations to rats induced non-neoplastic lesions
{i.e. goblet cell hyperplasia) that are not observed
with other dkx wera yneplmtwm Ee g Aloe vera

ical changes. Likewise. rats given A!oe vera gel
orally, and mice and rats given charcoal- tmltd

gel. decol d gel. or d whole leaf).
These non-neoplastic changes may result in the
Farmallm o(ll{)s that ooald promote neoplastic

in has been shown to

Aloe vera gel did not show any
non-neoplastic or neoplastic lesions.

Aloc wra preparations, acemannan. and
aloin A do not display genotoxic activity in
bacterial assays for mutagenesis andfor other

generate ROS after incubation with human cells
in vitro, probably as a result of its anthraquinone
structure. Aloc-emodin also contains a benzylic
}qdmxymnkxy that has the potential to undergo

assays for ici lncunttan } i

reversion assays. induces nnuhndnlcd DNA

le.g to a reactive elec-

trophile that could bind to DNA_ This pathway
does not appear to have been investigated. The
b of Aloe vera whole leaf preparations

gene forma-
tion, and chromosomal abcrrations. inhibits
topoisomerase I, and gives positive results
in comet assays. These data suggest that the
neoplastic response observed \mh Afx verais a

of the

C-glycosides to aloe-emodin, whlds b)- itself or
in combination with other Alog wra :ompmmts
is for the devel of
and carcinomas in the large intestine,

In the 2-year bioassays with Aloe vera whale
leal preparations, mice were exposed Lo nearly 10
times more test material {on a per kg bw buu)
than rats. In spite of this higher

with human intestinal microflora results in an
increased production of short-chain fatty acids.
The impact of this increased production is pres-
ently not clear. Although the mechanism by
which Aloe vera whole leaf preparations induce
intestinal neoplasms in rats is not fully under-
stood, it is clear that the molecular pathways
observed in the intestinal ncoplasms induced in
rats by Afoe vera whole leaf preparations are also
observed in human colorectal cancers.

;. S y of Data Reported

mice did not develop adenoma or ﬂl\tb\om cr
the large lnlcetim. which may be duc w0 lhe fact
that th

than the intestinal bacteria ol'rﬂs in :nnvcrling
aloin A and aloin B toal,

51 Exposure data
M'ag vera, also known as Alce barbadensis,

subequently aloe- emodin. Inaddillan. mice have
shorter gastrointestinal tracts and faster gastro-
intestinal transit times than rats, which could
comtribute to the lack of a tumour response in
mice.

plant with green fleshy
hws. The leaves contain two types of liquids: a
y-lluw bitter latex under the skin, :mls visoous
gelinth section. C are
made from pm-:e:srd 1e-.we= anr tmjm' types

of

whole leaf’

65

h effect of Aloe vens gel cream or aloe-

Aocol 1 whole leaf inner-leaf
% anddried b Tatex, Decalori

pig.nunn and anthraquinones from the whole
Jeaf extract. The dricd latex has medicinal uses
as a laxative. The other forms are used in foods,
dictary supplements, beverages. and cosmetic
products. Exposure data, where they exist, do not
Identify the nature of products containing Aloe
wera used by consumiers.

5.2 Human carcinogenicity data

Nodata lable to the Working Group

5.3 Animal carcinogenicity data

Whole leaf extract of Aloc vera was tested for
carc ity after oral ini in one

emodin cream on the photocarcinogenic activity
of simulated sunlight in female mice based on
an increase in the multiplicity o[ SQUAMOUS
cell or a In sita

ibined), There was a
effect of the whole leaf cxtract cream or decol-
arized whole leaf extract cream on the photocar-
cinogenic activity of simulated sunlight in both
male nnd female mice, based on an ncromsc in
the cell p

Itiplicity of aqp

or i in situ

54 Mechanistic and other relevant
data

The C-glycosides aloin A and aloin B, which

2-yearsiudy in mh.nu\dm!qﬂrundytnuu
In male and female ral

are of Aloe vera latex, are converted
10 aloc-emodin-9-anthrone by bacteria present

containing whole Iu-l'nlnul ol Aloe et c-nu:d

in the g uacu(rmmdh\mmm_
AL

thchmi.nlnu.ne {eolon and caccum) and carci-
noma of the karge intestine (colon and cascum),
tumours rarely developed sp ly in rats.

tial w aloe-emodin and I'h::ln

. of Aloe vera, and aloin
A, do not display genotoxic activity In assays
for in bacteria and/or other assays

In the 2-ycar study in mice. there was no
significantly increased incidence of any type
of tumours in males or females given drink-
ing-water containing whole leafl extract of Aloe
wera,

In a study of phot with

for genotoxicity. In contrast, aloe-emodin has
penotoxic activity, These data suggest that the
neoplastic response obscrved wnh .Hol wraisa

of the i h
- glywddn o aloe-. cmodln.wlw:h Iir ilnell'w
in with other Aloe

simulated sunlight, four articles were studbed by
skin application In hairless mice: three test arti-
cles containing Aloe verar that included gel, wheol
leaf extract, and decolorized whole leaf extract;
and an aloc-emodin preparation. Almost all mice
exposed to simulated sunlight developed skin

neoplasms, No increase in the incidence of skin
neoplasms was observed in the groups receiving
any of the four test articles applicd as a cream
folbowed by simulated sunlight when compared
with the group receiving control cream followed
by simulated sunlight, There was a significant

(]

vera is responsible for the adencmas o e

@mmmmmwmdnu
le

6. Evaluation

6.1 Cancer in humans

There is inadequate evidence in humans for
the carcinogenicity of Aloe wra,
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6.2 Cancer in experimental animals ARy T - SIPRII AL SO
M1
There is sufficient evidence in experimental e i s S e
animals for the carcinogenicity of whole leal  icrosome test: activation of anthraquinone glyco
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