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Report Highlights:

The Food Safety and Standards Authority of India (FSSAI) published in India’s official gazette a draft
Regulation on food fortification.



General Information:

DISCLAIMER: The information contained in this report was retrieved from the GOI website:
http://www.fssai.gov.in/. The Office of Agricultural Affairs and/or the U.S. Government make no claim
of accuracy or authenticity.

On January 3, 2017, FSSAI published a draft regulation on food fortification in the Official Gazette of
India. The draft Regulation pertains to standards for fortified food products under the Food Safety and
Standards (Food Product Standards and Food Additives) Regulations, 2011. The fortified food products
include salt, vanaspati, wheat flour (atta), vegetable oil, milk, refined wheat flour (maida), and rice with
essential micronutrients. A logo (pasted below) for fortified foods has been added as a packaging and

labeling requirement in the draft Regulation.

A similar draft notice was published by FSSAI on October 4, 2016, to accept comments from World
Trade Organization (WTQO) member countries for a period of 60 days following publication on the
WTO’s website, which occurred on October 17, 2016 (SPS/N/IND/162). Subsequently, the 60-day
comment period for WTO members expired on December 16, 2016. For additional details on the draft
notice, readers may refer to GAIN IN6130.

The full text of the Gazetted notification is pasted at the end of this report and is also available on the
FSSATI’s website fssai@gov.in.


http://www.fssai.gov.in/
https://gain.fas.usda.gov/Recent%20GAIN%20Publications/FSSAI%20Publishes%20Draft%20Regulation%20on%20Food%20Fortification_New%20Delhi_India_10-17-2016.pdf
mailto:fssai@gov.in

Press note

Food Safety and Standards (Fortification of Foods) Regulations, 2016

The control of micromutrient deficiencies is an essential part of the overarching effort
of the Govemment to fight nmger and malnutntion in the country. In light of this goal Food
Safety and Standards Authority of India (FSSAT) has formulated a comprehensive regulation
on fortification of foods mamely ‘Food Safety and Standards (Fortification of Foods)
Fegulations, 20167,

Fortification is the addition of key vitamins and minerals such as iron, iodine. zine,
Vitamin A & D to staple foods such as nice, milk and salt to improve their nuinitional content.
These mutrients may or may not have been cniginally present in the food before processing.

Food fortification 15 a simple, proven, cost effective and complementary strategy
that has been used across the globe to safely and effectively prevent vitamin and mineral
deficiencies.

The draft Food Safety and Standards (Fortification of Foods) Begulations, 2014
prescribe the standards for fortification of salt, oil, mulk, vanaspati, atta, maida and rice. As

per this regulation fortified food should bear the loge as prescnbed The regulations also
provide for specific role of FSSAL in promotion for food fortification.

FSSAT has mvited suggestions and objections from the stakeholders within a peried of
30 days from the date of publication of the draft notification.

MINISTRY OF HEALTH AND FAMIIY WELFARE
(FOOD SAFETY AND STANDARDS AUTHORITY OF INDILA)
NOTIFICATION
Mew Delhi, the 23rd December , 20146.

F. No. 11M03RegFortification2014.—The following draft of the Food Safety and Standards (Forificaton of
Foods) Fegnlagons, 20146, which the Food Safery and Smandards Awthority of India proposes to make with the previous
approval of the Central Government m exercize of the powers conferred by clanse {g) of sub-section (2) of section 92
read with sub-section () of section 16 of the Food Safety and Standards Act, 2006 (34 of 2004), is bereby published as
required by sub-section (1) of section 92 of the said Act for the information of all persons likely to be affected therebny,
and notce is hereby given that the said draft regulatdons shall be taken info consideragon afer the expiry of 2 pered of
thirty days fom the date on which the copy of the (Gazette in which this notification is poblished are made available to
the public;

Objecdons or suggestons, if any, doly supported with scientfic evidence, may be addreszed to the Chief
Executive Officer, Food Safery and Smndards Authority of India. Food and Drae Adminisration Bhawan Eotla Foad
New Drelhi — 11{{02 or sent on email at regulstiond fsal =ov.in:

Objectons of suggestons, which may be received from any person with respect to the sad drafi regulations
befiore the expiry of the pericd specified sbove, shall be considersd by the Food Auwshoricy.

DEAFT REGULATIONS
CHAFTER 1: GENERAL

1. Short Title and commencement. - (1) these regulations may be called the Food Safery snd Standards (Fortification of
Foods) Regulations, 2014

{(2) They shall come nte force on the date of their publication m the Official Gazette.
1 Defimitions. — In these repulztons. wmless the comtext otherwize requines: -

1. () “Act” means the Food Safety and Standards Act, 2006 (34 of 2006);
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() “atta" means atta as defined i Pepulation 2.4.1.1 of the Food Safety and standards (Food Products Standsrds amd
Food Addidves) Regulatons, 2011;

(c) “fortification™ means daliberately moressing the confent of essential nocromtrients mn a food =0 83 to Doprove the
muiritions] quality of food and to provide public health benafit with mindmeal rck o health;

(d) “fortificant™ means 3 substance added o food to provide micromirients bt doss not inchads merscentcals or foods
for Special Dhetary Tlses;

() “fortified food” mesns food that hss undergons the process of fortification as per the provisions of these
Femulatons;

(£ “Government-fonded programme” means any progranme. policy, scheme or other provision under which foed is
sold, distribarted or otherwize made available to the public by the Central or State Governments;

(2) “intermational standard:™ mesn: the standsrds and puidelines of the Codex Alimentarins and principles of
fortfication Laid doam by the World Health Organization and the Food and Azriculiure Organization

() "maida" means meids a5 defined in Fegulaton 2.4.2.1 of the Food Safety and Standards (Feod Prodweces Standands
and Food Additives) Femalations, 2011;

(1) “micronwirients” means essential dietary numients including vitsmine, minerals or Tece elements that are reguired
i very small quantities and are vital to developmens, dizease preventdon and wellbeing of mian beings;

() "milk” inchades milk and its variants = listed under Begulation 1.2. of the Food Safety and Standards (Food Product
Standards and Food Additives) Femalations, 2011;

(E)“mmtrition ¢laim™ means any representation which states, mngzgests or implies that a food has partioular mamitonsl
properties which are not limited to the enerzy valwe bt include protein fat. carbobrydrates, vitamins and minerals;

(M "wils" mchides edible gils, vegetable oils, refined edible hydrogenated oils and their varbsnts as listed under
Bepulation 2.2 of the Food Safety and Standards (Food Product Standards and Food Additives) Bepulations, 2011;

(m)guality assurance” means the systematic measures applied and steps taken by mamufacturers and packsrs of
forified food toroughos the mamnfacnming or packing process to ensure that the finished food complies with the
provisions of the Act and regulations and standards specified theremmider;

(o) "rice" means rice as dafined in Fegulation 2 4.5.5 of the Food Safsty and Standards (Food Products Standsrds and
Food Addigves) Fegulations, 2011;

(o) “salf" mean: adible common salt as defined in Regulation 2 % 30 of the Food Safety and Standards (Food Product
Standards and Food Additives) Femalations, 2011;

(p) “staple foods™ means aricles of food intended for ma:s consumption on & daily basis and include fce, wheat wheat
flour, arrq, maida, oil, salt, milk and such other artcles of food as may be desizmated staple foods mder these
Teglatnons;

() “wheat" mesns wheat as defined in Fegulation 2.4.6.2 of the Food Safiety and Stendards (Food Products Standards
and Food Additives) Fepalations, 2011;

(21 Al other words and expressions nsed, not defined in these repnlations shall have the mesnings aszipned to themn m the
At males or regulatoens thereumder

CHAFPTER I: STANDARDS ON FORTIFICATION

3. Ceneral primciples_- (1) Ezsential numents mey be appropriately sdded to foods for the purpose of conimbuting to amy
of the following:

{2} Preventing or reducing the nzk of or commectng, a demonsirated deficiency of one or more essential mufrents in
the population or specific population group;
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() reducing the risk of or comecting, meadsquate miritonal stams of ope or more essental ouoimients in the
population or specific populaton srowm;

(c) meeting requitements or reconmmended intske of one or more essentiz] mtTients;
{d) moaintsiming or mproving healthc
() maintsining or improving the mutritionsl quality of foods.

(1} When fortification of a foed is mede mandatory, it shall be based on seventy and extent of public health need as
demonsmated by generally accepted sciendfic evidence.

(2] The Food Anthonity may, specify mandatory foraficagon of any staple food on the directions of the Government of
India.

4 Compliapnce with Standards on Micronuirient Content in Fortified Food -

(1) Any mamufacnmer who fortifies any food shall ensure that the level of micronwmient in such forified food does not
fall balow the muimnmm level specified in the schaduls- 1.

() Every manufacturer shall ensure that the level of micromumient in such fortified food does not exceed the hihest
armonmi of micromniTient that can safely be added to swch food. having regard to recognized mtematonsl standards.

CHAFTER 3: GENERAL OBLIGATIONS

5. Quality Assmrance- (1) Every mamifactmer and packer of fortified food shall mske an mndertsking on guoality
aznrance and submit evidence of steps taken in this regard to the Food Authority or such other sathority that the Food
Anthority may designste.

(2} The umderiaking on quality assurance shall include, the following, namely:-

(a) cemification by 3 food laboratory motified by the Food Safety and Stndards Authority of India that the
fortified food is in compliance with the provisions of the Act and regulations and standards specified therein:

(b} up-to-date record keeping and combimious imventory of foraficanis wsed in the manufsctming or packing
process, inclndine the source from where the fortificant was procored;

() approprizte monitoring procedures at different stages of manufachmng or packing process;

(d) random testing of fortificants and fortified food:

(&) regalar andit of techmical equipment and proceszes; and

() such good mamifachming practices, s may be specified by the Food Awthoriry from time to time.

6. Compliance with the zemerally applicable provisions of the Act, Begolations and Standards - A1 fortified food,
whether voluntarily fortified or required to mderzo mandstory fortificadon shall be mamfacred, packed, labeled,
hamdled dismibated and sold, whether for profit or under 3 Govermrment-fimded propranme . only in complisnce with the
standards specified under the provisions of the Act and regulations made thersunder.

7. Packaging and Labeling Requirements. — (1) All fortifed food shsll be packsged m 8 manner thai takes imfo
considerztion the nahme of the fornficant added and its effect on the shelf life of such food
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(1) Ewery package of fortified food shall carry the words “fortfied with _......_.... {mame of the forfificant)” and the
logo, as specified in the Schednle IT of these Femlations, on the labal

(3) All other provisions under the Food Safety and Stndards (Packaging and Labeling) Regulations, 2011, shall also
apply to the fortified foods.

(4) Every package of food, fortified with Iron shall cammy a statement “Nov recommended for peaple with Thalaznemia
avid peopie on low fron dier”.

(5 All mannfscurers and packers of fordfied food complyine with the provisions of the Act snd moles or regulations
made theremmder on fortified fiood shall be permuitted fo make a mumition claim in reladen to an artcle of forbfied food
under regulation 2.2_2(3) of the Food Safery and Standards (Packsging snd Labeling) Fegulatdons, 2011.

8. Promotion of Fortified Food. - (1) With 2 view to promote wholesome food in the country, the Food Anthority shall
take steps to encouzage the producton, manufsciure distibuton sale and comsmnmpton of forfified foed mchoding
fortification through conventional breeding’ hybridization, in cooperation with concemed govermment departments

(2 Withowt prejudice to the generality of sub-regulagon (1), the Food Authority shall endsavor to:

{a) advize and promote the nse of fortified food In Governmen:-funded programmes on dismibuton of foed;

(b} orgamise public awareness, edocation snd advocacy campaigns on meTiton and fortified food;

() condact echnical assistance progrannmses and provide technical expenicse o small manufscrers o enable
them o umdertike forification;

{d) equip laboratories and research instimtions notfied mmder the Act to conduct the mimient anatysis of forofied
food; and

(e} identify and reconmmend to the Central and State Governments, financisl incenfives, subsidies and loans to
e provided to mannfacnmers and packers to encourage them to undertake fornfication.

9. Consolidation of regulations and standards on fortified food. — The provisions of thess regulations shall supsrseds
standards on fortification of food set out in amy regulations, onders, or guidelines issued under the Act theremmder save 3c
regands regulations oo puTsceutcals and foods for Special Dhetary Usas,

10. Provisions of the Infant Milk Substitutes, Feeding Bottles and Infant Foods (Regulation of Production, Supply
and Distribution) Act, 1992 to prevail

HMothing in thess repulations shall affect the provisions of the Infant Milk Substimutes, Feeding Bottles and Infant Foods

(Femlagen of Production, Supply and Dismbution) Act 1992 {41 of 190) or amy miles, regulatons or orders framed
thereumdar.
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SCHEDULE-I
STANDARDS FOF. FORTIFICATION OF FOODS
(~ee sub-resulation (1) of Fegulaton 4)
1. Standards for Fortification of Salt with 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 balow:

5.MNo. Component Level of notrients

1. | Ipdine comtent

(a) Manufacnmre level Mot less than 30 parts per million on dry weight
beasis
(b} Drismibnton channe] inchoding retail
level It less than 15 pant per million on dry weighe
beasis.
2. | Iromcontenf (zz Fe) 250-1100 parts per million

1_Standards for Fortification of Vegetable Ol with Vifamin A or Vitamin I

Vegstable Oil may be fortfed with the following mucromaments, singly of in combination, af the level ziven in the tabls
below:

5. No. Nufrient Mimirmm level of nuirient Source of noirient

1 Witamen A 25 IU per pm of oil Fetny] acetate, Betnyl
palmitate smd Fernyl
proplonste

1 Witamen Ty 4.5 IUT per o of ol Cholecalciferal, Ergocalciferol

'The total matter insoluble in water where an ansicaking agent has been addad shall not excead 2.2 per cent and Sodium
Chlomide content on dry basis shall not be less than 970 per cent. by weight A: mentioned wmder sub-regulaton 2.9 302
of the Food Safery and Standards (Food Prodoct Standards and Food Addigwves) Feguladons, 2011,

*Double fortified salt may contain Hydroooypropyl Methy Cellulose, Titanium dioxide fiull Hydrogenated Sovbean oil
and Sodium Hexametaphosphate (all food grade) and sntcaking agent not more than 2.0 per cent. On dry weight basis
and the water insoluble matier whersin anucaking sgent is used shall not exceed 2 2 per cent
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3. Standard: for Fortfication of Milk with Vitamin A or Vitamin I¥

Toned, double toned or skimmed milk may be fortified with the following micropwrients singly or in combination, at
the level miven in the table below:

5. No. Nuotrients Mpimum Level of nuirient per Sonrce of notrient
hire of toned double
toned s lammed milk
1 W rtamin A T IU Fetinyl acetate, Betinyl
palmitate and Retnyl
propionate
. W itamnin T 55010 Cholecalciferal, Ergocalciferol

4. Standards for Fortification of Vanaspati

Vanssptl shall be fortified with the following nicromutmient at the level siven in the table below:

5 No. Nuotrient Level of nutrient
1 Synthetic Vitamin A Mot less than 25 Infernational Tnits per gram at
the fime of packing

Should test positive when tested with Antimony
Trichloride (Carr-Price Beagent) as per I5:3886-
1970

5. Standard: for Forofication of Atta

Arta, when fortified shall contain added won, folic acid and Vitandn B-12 at the level given in the table belowr:

Minimmm Level of Fortificaton
5. No. Nuirient
per Kg

Iron- % £

S Iron (T Ethylens dismine tetra Acstata,

Trilrydrate (Sodhom federate-1a Fe EDTA);
2 Falic acid 1300
1 Vitamin B12- cyanocobalanune, 10
o Iydroccyoobalanine; g

In addition, atta nwry also be forafied with following micromumients, singly or in combinagon, at the level in the table
below

Minimmm Lavel of Fortification
S No. Nutrient
per Bz
1. | Zimc-Zine Sulphats in g
~ | Vitamin A-Fatnyl acetate, Fetny] Paloutate, Fetny] e
2 1500EE
Propionste;
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- | Thixmine (Vitamin B1} Thiamine bydrochlonds, 3% me
| Thiamine mononitrate; . =
4 Riboflavin (Vitamin E}- Fiboflavin , Fiboflavin 5°- 4 -

phosphate sodium ; me
5. | Niacin-Nicotinamide, Micotinic acid; 42 g
4. | Pyridoxine{Vitamin B&)}-Fyridone bpdrochlonids: Sme

6. Standards for Fortfication of Maida

Mmda, when fortified. shall contain addad iron, folic acid and Vitamin B-12 at the leval ziven in the table below:

Minimom Level of Fortification
5No. Nuirient
per Kg
&0 me
Irom- e
() Ferroms citrate, Fearmons lactate, Ferrous sulphate,
Farmous pyrophosphste. electrolytic iron, Ferrons
famarate;
-
(b)) Sodiven Irom (T Etfrylens dismine tetrs Acetabs, 20 &
Tribydrate (Sodium federate-Ma Fe EDTA);
2. | Folic acid 1300
3. | Vitamin B12- cyanocobalamine, ypdromycobal antne; 10 pe

In addifion maida may also be forafied with following micromumients, singly or in combination, at the level ziven in the

ke below:
. Ainimmm Level of Fortification
5 No. Nuirient _
per Kz
1. | Zimc-Zine Sulphats i g
~ | Vitamin A-Fefinyl acefate, Feanyl Palontate, Fetmyl 1500RE
= | Proplonate; "
- | Thiamime (Vitamin Bl} Thramine hydrochlorids, 35 me
| Thizmine mononitraze; - =
4 Riboflavin (Vitamin BX)- Biboflavin | Biboflavin 5°- 4 -
phosphate sodium | mE

5. | Niacin-Ficotinamide, Micotinic acid; 42 g
4. | Pyridoxine{Vitamin B&)-Fyridoodne bpdrochlonide: Sme

[PART Il —S=C. 4]
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7. Stapdards for fortification of Rice

Fice, when fortified chall contain added iron, folic acid and Vitamin B-12 at the level given in the table balow:

S No. Nutrient Level of Fortification per Kz
Iron- () Femic pyrophosphate (5) Sodinm Iron (IT) m g
1. | Ethylens dizmine tefra Acetate, Tribydrate {Sodiom
federate-lia Fe EDITA);
2. | Folic acid-Folic acid; 13040
3. | Vitamin B12- cyanocobalamine, bydrosyoobalarmine: 10 pe

In addifion, rice may also be fortified with following micromimients, sinely or in combination, at the level given m the

table below:
5 No. Nuotrient Level of Fortification per Kg
1 Zinc-Zine Creide 30 me
2 Vitamin A- Fetirey] Paloutate; 1500 pg RE
3 l'hmmme (‘.mn Bl} Thiamime hydrochloride, Thiamine 35mg
Mmoo rate;
4 Fiboflavin {"."Ltamm B} Riboflavin , Biboflavin 57- 4me
phosphate sodm ;
5. Nizcim-Micotinamids, Miootnic acid; 2 mg
b Pryridiosdne]Vitamin BA)-Pyridoxine hydrochloride; Sme

SCHEDULE-TT

PAWAN AGARWAL Chief Execative Officer
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