Press note

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

The control of micronutrient deficiencies is an essential part of the overarching effort
of the Government to fight hunger and malnutrition in the country. In light of this goal Food
Safety and Standards Authority of India (FSSAI) has formulated a comprehensive regulation
on fortification of foods namely ‘Food Safety and Standards (Fortification of Foods)
Regulations, 2016°.

Fortification is the addition of key vitamins and minerals such as iron, iodine, zinc,
Vitamin A & D to staple foods such as rice, milk and salt to improve their nutritional content.
These nutrients may or may not have been originally present in the food before processing.

Food fortification is 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) Regulations, 2016
prescribe the standards for fortification of salt, oil, milk, vanaspati, atta, maida and rice. As
per this regulation fortified food should bear the logo as prescribed. The regulations also
provide for specific role of FSSAI in promotion for food fortification.

FSSAI has invited suggestions and objections from the stakeholders within a period of
30 days from the date of publication of the draft notification.
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ey AT qRET FdT0r HATd

(AT @Ter T S AT TTFEee)

1B CE

T2 faeett, 23 femwaw, 2016

. &.11/03/Rf. fagdieor /2014.—arer qear #iT a9 (FEra @) &, 2016, Sad 9w arer
AT 3T ATAH TTTAFHIOT, HET TR 0 TF ATATT 6 a1 99 TT6T a9 H7 TE5q19 F2aT &, T LT i Aah
sferfer, 2006 (2006 FT 34) F 4177 16 ¥ AT TS o7 92 F IT-4TT (2) F @ (2) F AefiT =T AfFat F1 TR
FIA GU, FIAT ATTAIT T =T 92 T HIAT IT-GTT (1) FIT TAT STUTEAT, TAZTT TATIAT ZIeT ATl Tt FATIAT FHY
RAT T ATAHE ST TAET AT & g 1o HAT ITET [AITH 9T 6 ATSEEAT ST ALRET TGS H TRIAT 6T
ST, ¥ TTAaT STHAT 7 SUesd FAT S 67 At & e faq i srafdr gwma g & 92, = G smom)

AT ST9aT qATE, AfS w2 2f, AfTad €7 & IATHF THIT F 97, &I FAFT ATAH, ATAT @rer
AT ST FTHH TTIEHIT, G T ST TIATEHA AT, FleaT UL, 75 fawet’-110002 T AT T Tl &,

ATt S gaTa, S Rt off =fch & S e ARt & w9 § ura R S, San et st i
T & Tgr, @rer IriarewTer g7 39 9% A= e srowm

&y faffaw

LA 1 g

1. "ferg A iR wiw - (1) =7 A=t #7 w@ferm 9@ g g i /W (3Ea @r=n) fafq=m, 2016 21

5924 GI/2016 (1)
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(2) T TToTa= § 3 WA A aTE F TG g
2. g —
() “srferfeam” & @rer grar siw A Afaftaaw, 2006(2006 FT 34); AT €;

(@) “Sher | Gr g7 ST A\E (FT IChE AEE e @re "egdrsy) AfEw, 2011 F @fFEw 2411 #
TATTILATIT ST ATHIT &

(M) “qg@rmTer " FT ool R @ § raeds gEH T Gl WAT H AATTLAF a@T f B AOTAT qATrh @rer A
T I AT AT AT ST ST TATELT Fl AqH gl TgaTd g« Al EaTesd T T&T 6l 10,

() “GEEtRIE T A @I H HEH TUF ITASY FAT g TS I STAAT, TG A AT SMEW F AN g
eI fedmed AT QT ATHHA Tal &)

(%) “FgEIFa BT FT 31 T T g T ST GFEH0T 0l T6AT # F T4 2l

(F) “GCFR § Ra-aNT FEET F7 02 FIE FEFH, A, TISET AT 77 e 5o siasiaq @rer &1 a=er, feata
FEAT STTAT STAAT T Fea 1T IT ToT TR ZTT ST FLATHAT SATaT &,

(®) “SAAUET EEH H HISHT TAHE AT T IelH20 & HE(d (4o Taead §3e (Seequ=a) T @rer Ud Fiu
TS (THTAT) FILT IATT T 7T i< Fger oo ;

() “@=r & @I AT T q=F (W IR AEE Y @ "garsd) fafmw, 2011 F AfFEw 24.21 #
T faT rfie g;

(1) “gEAdIa®” T T AATAF AR TGS A gf Tiq EeTiie, @St AT Jeqw =T § qcd, Sh agd 7 qrr
AT T FATe, TRT THATH 3T AIAET HT dgEed Ta & (o7 AF9TF g,

(3) “g@” F AT I AT T LT ST AAF (T IHTE A AT @1 qgarsy) faf=aw, 2011 & affaw 1.2 5
FAT FATAMIGE 3T T 85

(=) “droor IIET” T A TGO FT ITAT ST @I AT ST AHT (TRRT 3 Fafen) @fqae 2011 % ffaee
2.2.2(3)(ii) ® gfverfuT 2;

() “AA” F AT @ dA, TTEATT qA, T qA, FIASOIHEE T ST @I LT 3T AAF (G IS AT AT
arer ggarsy) fAfFEw, 2011 & At 2.2 & g gomefAfEs s s g;

() “orar srETER F oA U U srafRad Iur Siv Screast gy o U waw ST Scared F I qgeigd
TSI % Tehe AT T TORAT TH @RI 1 AT aeq0 A= & ITaemi o 398 e a9t & [T F:7d 3,
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() “=wmE®” & @ AT Y AE (W ScaTE qE T @re "egdrsy) fafaaw, 2011 ¥ f@fREw 2.4.6.5 #
FATIATIT FTae AT 25

(1) “THE” | @T GRAT AT " (W IR q9E S @t ggasy) A, 2011 F f@AfRew 2.9.30 #
TATI AT @Ter e 70+ Af3a g;

() “ea @rer vard” T o F wrey uared e 2T e 0¥ a2 9 97 @ F forg @ sar g e Jee, 1, T
T ST, AT, 7T, A, THF, 3¢ 7 U 377 9Ty foeg =7 fAfAast & oot g sme artaa frar ST aear 2;

(o) ‘A’ & W GIAT ¥ ATAF (FT IATE AIF 2 @rer ggarsy) fafvwm, 2011 F fafaw 2.4.6.2 # Fomatearta
g srfeE 2

(2) =BT ¥ Ik o 0 e |t orex s srfdrerteat fSmar afvaiua w8t BT a8 aig ata=es § g g,
F Tl o1 g, ST 3k arfafaaa & 2
HEATT 2: YFEIFIT ATH

3. T Rgia (1) e 9roeht 7 3ta =7 & gren § Aeforfag § Trmeme F Sged ¥ 1T 9T 8

(F) ST & T AT SATerH ATALTF Tt | TSTT FHT o ST FHT TFHAT/FH FHAT,
(@) ARTE & TF IT ATAF AA9AF T o0l TIATH qr0h A & ST 1 7 F:73T,
(3T) ST | e AT AT AL TR 61 raeTHarat J7 FwTiver o 0 da= 1 @7 F T,
(%) TATEST il FATT T@AT AT TETIAT,
() @TAT T T I[OET HT FATC TGAT AT AT
(2) @T=r ATTErEaeT, W a¥aTe & faer 97 et e @rer 9l &7 Af=ars qgaaeo AHtas & T

(3) ST GT=N TaTH T YGEIHLIT FAT [&AT FATAT 8, A AT FaTe=q ¥ AT ¥ srae iy 92 (A6 F2q1 g SHErts
TATHTTAT AATIF FT&T FIT T graT gl

4. qEEFT GT A GETNTH GUAAT T TSI T AT -

(1) =1 ot Seuras S et ft @rer & foreT off 9ame i1 943z F7aT § 9 I8 gHtEd w2 o % 93z @rer & uH gard '
& T HT &L AT & R &0 § = Tl [

(2) s 3cares gAtEa F9 & TS q3eia arare | g8 qUa 7 €7 39 Igaq A1 § A8 Tal g+ ad o
T &9 | UH GTer et el ATeaar ITH SaTgrd Gt & 91 gl, § qLerd &9 & STAT ST Fha T &l
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FLATY 3: AT STLAAT]
5. Trast srama- (1) G3fed @ &1 Td® Scaras T 96 qUraT SArarEd 9% 999 07 o7 39 929 § &0 1m
IUTAT F FTEA AT GT ATIAFTT AT 317 U Freft arfarseor, = srer var FoeT srrfersreor R =rer arfaraeor 7 fAges
g, % 97" ST H1

(2) ToraaT sraTEe ¥ g9 ®, gAaH 9, FEfertEd 1 e w7 it aEaagar ariEe gRi:

(%) st @rer qEaT 7 AT S g AT e sEwrenen & sarofwe g % qafed are
aferfee < Sed i<y qreet 6 Aot  aqurer 7 &

(@) FEEFTT T srrad Wi T@AT ST aqq o1 T@dAT St ST Ioared | 41 G gy § gar g, &
e FT HAq THA &

() IeaTe =T FfERT whweT % e = i st AT,

() TEEFTOT ST AQETFT @ F TITAT T ATg > T,

(F) T ST ST TheraTer S e s a7, i

(F) U = AR SAFATH SIAT1 QT ATTEH0T FIT FHI-HA7 92 (i< e S @9 2|

6. afafemy, RFREHT ik AH F aTATEEr AR AT TTEEH 7 SIqaTad- a9 e arer & g€ TarT,
Te, T2 qGeiFd AT A=A T F GEIH0 | S Tl g1 Al IcATiad, T, Fad, g9, Aatea BFar =@ gr ar
AT o forw a7 gt oy aror #7w & sfata Ratia amaet s stafaae % asft an) 9 are Y&t % sara
T T 8

7. TFRAT 3% AT sasasard- (1) qEeEiFa arer & G qarat 7 STl TU qFEIH0 6l THid i U @rer Hf
et o 1 eama # waq gy O o srom

(2) HZEHT @I & TcAF Tohe & Gl I eT5a1 § ".... (GZEIHTTH & ATH) & AT qerdha r6ar 147" forar srom

(3) Mg F AT HZEIFd @TATH & Td® Tohe ¥ “TATHTHAT 87 ARRAT ¥ {9 &g er2e ama aAtwai & o
AT AET FAT ZOII

(4) =Ter qrer &Y AT (TR ud dEten) AT, 2011 F Sudy g araral aid a9t s graenT off
AIEFT AT T AT 2
(5) HIETFT @I & TAT ITATEHT 37T THH T ST ATATTH F YT 37 FIHT 1797 qIErha @ I 36F Taaid

FATT 7T FAFHT T SATATAT FA 2, ST @I GLEAT ST T (ThoRT U dqaten) & otz 2.2.2(3) # sawa
qIEFHd @1 & a4 % S84 § TIU07 AT I o0l AT R

8. HgdiFa GTer &l a@raT <AT- (1) Tor # Fql Grer TaTf F7 FETar & & FrEdor § @Ter ITeHor Ioarad, f=ai,

farawor, forsfir s gadipa @rer s ariafia g / H@eheor defea aeawrt 9 F qganT  orta g, i IR w7
F forT 9T
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(2) su-fafa=s (1), i =TIFRaT 9 gfaga w91 STer a1 "rer arfeewr Fe s=me Fwa:

(F) =T Aaee o g O T FEEET § 93eiad °re § START 9T JATg 3T J@raT &,
(@) OO ST qEEFT @I U AT STRrEenRdT, fOraT 3 qelrg Afsame s we,

() TR FETIAAT FTEARH HATTT HLAT ST T ITATERT Dl TRl [AATTAAT ITASH FLATAT qT1h o
qIETHI FT o,

(%) FEErRT AT AT 07 fAgr S=rterd 3 % forw sterfeem & stavta st samrermarst =i
HAHGTT HEATAT § oF FLATET, T

(3) ¥ wa TToF AR AT AT Tt Afeast i 0 H Te=rT i Frenrter FA7 S o etarat
ST Sae T FEETHLT F HTA & oI TTcHTge TaT Hil

9. HgdiFa @rer X Al i Wl w7 g9 .-

= ARt o= areaT BT o BfRet F srag, areert a1 Sue A afafFae § S e e st a7 et
T TATA o ST SiY I LT I¥ e eahed AT [T g § Y= % forw grat & dae #§ geierg @

10. fargy 3o ¥ Faew, R A o= frgp smer (STares, rgfd vd fawer % it staf@aw, 1992 # s @
T AT

= A=t # g off forgy 39 % faeew, FifE arae siw foreg sre (Sedameq, smqf ua fawor & fafaam) sitafaam,
1992 =T z&e ata AfHa et fFraw, AR st sraer & yraramat & garfag 78t Fam

LA
QT F GEEHT F g aeE
(BT 4 =1 39-fRf{aw (1) 3€)

1. SRS & 9T THF & YEerH< & (g 7|

THE AT o T GFETFA AT SITUIT ST A= <F 75 F7oit § & 70 #q2 9% A>T % T o 97 FAlg 6 a1 df
I AT ST T

IS & o Srermelie TR STET UX UF TR TS ST 47T § 98 2.2 TAord v IoF e 9 Q1eaw FqRTee arRt 9aae 97.0 T & F7 72t
It ST FF @rer e S 91 (e o e Y @rer i) A 2011 % Iu-fAfRee 2.9.30.2 % siasta Iear BT T )

2 Forct o <reY AT THF § TSN TIITS; FATST A, STSE TR STTAFTES T gIEg oHes HIATET I 3T TISTH goFarHerdreete (T3t @rer
) 3T UL e TSte oo AT e 9w 2.0 widerd 7 srferw T8 21 ofe 5 # srqerefier ware sret v wiEr usie wanr o wa § 2.2 wihera & st agt
2l
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F.9. h I Tl T T
1. AR qaret
(%) fAwtar &< S[eF AT AT 9% 30 9T i foforas & & w9
GEL
(@) frear wav afga Ao arem [ ATY e 9% 15 AT St fofera & & w9
G
2. e TaTd (THE % = H) 850-1100 HTT wry ffer

2. Frerfew T ar et € ¥ 91y g9aeaia 9 F qeEiar & o g

Fr=r <F T FTeoft 7 37 U w7 9w, gaeafa 9o e gew O aeat F 9re, sehel sTar AT w9 § qEEigd

[ER IS IR ERI
#. 9. TYF T T T YATH &< T qe FT &
IECICERY 25 . ez ufdee, fearze qrefaee @@
1. e wid I
2, TR | 4.5 grey FrerfeathTle, To Heathe,

3. ferfw Tt fRerfae < % a1y g9 e F e aeT

Fr=r <F T FTeoft 7 37 U w7 9% S, e ade A1 Rave gy Metertad gem arast act & |9 e a1 IR

® | gIEiad AT ST T
.. T T I/ de/Reugg A Ad | TIvF q F: EG
X T qed WX (FIAdH)
et o 770 1U feres ufee,
1 YfenTee qrertiee
3 YfeaTsa Tiftee
2, fererar <t 550 IU e fethT,
TN Hfoaaie,
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4, 3eqfa & EEHr & g A
Fr=r <1 T JTolt 7 37 U w7 97 gaeata 9o ReforiEa gew arae ot & a1 qgeigd AT ST

FEH. | TH AW S HE |
1 IEEIEEREC LR RY AT % JHF 25 FAITET IfHe I 99§ F:H
) 5

1S:5886-1970 F srqaTe TEHMT ZRaaTzS

(FTE-9T=E f15ie) F AT = 9 FHLHT

TEE EET ATRY

5. se ¥ ggdiaeer F g AmE

= <F T JTlt 7 33 0w 9T, AT S I AT SATAT § I SHH ARt dlg, Rt Uree e fEertie -
12 siqfae ghr:

EINRED S C Eru i ) KSR

#.9. - T T ()
20 o
1. | AT s () Sofiefi ST a2r uHiee,
aregTese (Aieaw weve -Na Fe £=£i&m)
2. | wifosw ufAe 1300 ug
3. | et f112- FreAaraaTEs, g SIE TS, 10 ug
THH TR, Teh AT SATe & TR 1 A= qTrerst § aford A= § AT et o S |ehar &
1. | - aethe 30 f&Em
faerfam ©- e wefiee, demree arefiee Hemree
2. 1500 pg RE
grfiee;
AT (FRreTfa i) - JTeaTed FTEe gregFee,
3. 3.5 faur
JTEHTET HHMTELE,
. Tt (Rerfam §i2) - aearwfae, ety 5'- 4 B
HTERe AT,

5. | Fanfam-farfeamree, ffetae ufie; 42

6. | et (e i-6)-mr=fetFr eregrarres; 5 fam




8

THE GAZETTE OF INDIA : EXTRAORDINARY

[RRT Il —SEC. 4]

6. 3 ¥ gadiww ¥ forg A

Fr=r <7 7 FTeoft # 33 U w7 9, #I7 T IEFA 21, Al IHH AF wdlg, Wi Ui 37 fFertie #i-12 siafae

LR
#.9. NYF TA s T ggEaor  #7 &< (Fg.)

dtg (F) 2 AT2ee, T dFee, WH Tothe, Hivh 60
UTEIIRITRE, TAFEIATEE ATE, T FHe,;

1.
(@)  =rfRaw g (1) Sfefe srmTee 2o uHiee,
FTRTEYE (AR v e v E6) 20 fem

2. | st Tl 1300 ug

3. | fRerfim ft12- FrEATHETaATEA, SRS NThETuTE; 10 ug

o ATATTH, U AT STFerF qew qrushi &1 A= qrierwt & afir qram & o et B ST asar g

#.9. CINET S b gl AT
(=)
1. | - ae%he 30 &
i u- Wearse wiee, Wearse aefiee Wearser
2 1500 pg RE
Tfiqe;
grzaTee (R §1) - areares =
3. ( ) 3.5 fm
ETESAANIEE, ATSHTEH HAMTELE;
A AR (e §i2) - T=armEd, TEarktad 4 fram
' 5'- wehe TifzT;
5. | fAamRm-fteamree, fwifefes vl
42 o
] TRt (Rerfae i-6)-mehetwra
RS FANIES, 5 fomm
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7. 1A F eI F [T 7EF

Fr=r <7 T JTlt # 37 U w7 9%, ATAd T IEFd af, a1 SHH A dlg, Bt Uere o7 fFerfae #t-12 siafEs
g

#.9. TS s R g &1 w3

wtg () T e 20 frar

(@) A ar () Sefieia s vr ueiee, Zreerese
GUEREREECEs L RS EIy

2. | wifers ufe-wifems ufie; 1300 g

3. | et §112- Frearaaradrsd, greg SIeharadTed; 10 ug

o ATATTH, U AT STFerF qew qrushi &7 = qrierwt & afir qram & o et fBrar ST asar g

#.9. T T ST R g &1 w3
1. - st 30
2. feTfae- Yfearea aretiee - 1500 ug RE

arzared (Frerfe €11) - areare wes
3. 3.5 7

HESIENINESIRIERIER R LRI TS

A ad (e #12) - Trarrtas, TEardET

4 4
5'- wrehe Ttz aw;

5. arfem-Faiteammee, Aarfefs ufee; 42
uTefretFaTe (Rerfam #-6)-arzfetFra

6 5 iR

B E IRV ECH
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sl

T SREATA, T FTAFTL TR

[Frsr-111 /4/5r./351/16(187)]

MINISTRY OF HEALTH AND FAMILY WELFARE
(FOOD SAFETY AND STANDARDS AUTHORITY OF INDIA)
NOTIFICATION
New Delhi, the 23rd December , 2016.

F. No. 11/03/Reg/Fortification/2014.—Fhe following draft of the Food Safety and Standaortification of

Foods) Regulations, 2016, which the Food Safety@taddards Authority of India proposes to make i previous
approval of the Central Government, in exerciséhef powers conferred by clause (e) of sub-sec@)rof section 92
read with sub-section (2) of section 16 of the F&adety and Standards Act, 2006 (34 of 2006), isltyepublished as
required by sub-section (1) of section 92 of the get, for the information of all persons likelg be affected thereby;
and notice is hereby given that the said draft leggns shall be taken into consideration afterekpiry of a period of
thirty days from the date on which the copy of @&zette in which this notification is published amade available to
the public;

Objections or suggestions, if any, duly supportdth gcientific evidence, may be addressed to th&fCh
Executive Officer, Food Safety and Standards Authaf India, Food and Drug Administration Bhawdfgptla Road,
New Delhi — 110002 or sent on emairafjulation@fssai.gov.jn

Objections or suggestions, which may be receivethfany person with respect to the said draft regula
before the expiry of the period specified above]ldbe considered by the Food Authority.

DRAFT REGULATIONS
CHAPTER 1: GENERAL

1. Short Title and commencement. ¢1) these regulations may be called the Food $afed Standards (Fortification of
Foods) Regulations, 2016.

(2) They shall come into force on the date of tipeiblication in the Official Gazette.
2. Definitions. —In these regulations, unless the context otherrégaires: -

1. (a) “Act” means the Food Safety and Standards Act, 2006f(29806);
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(b) “atta" means atta as defined in Regulation 2.4.1.1 effbod Safety and standards (Food Products Stamdart
Food Additives) Regulations, 2011;

(c) “fortification " means deliberately increasing the content of m&sdemicronutrients in a food so as to improve the
nutritional quality of food and to provide publiedith benefit with minimal risk to health;

(d) “fortificant ” means a substance added to food to provide mitriemts but does not include nutraceuticals odfoo
for Special Dietary Uses;

(e) “fortified food” means food that has undergone the process offidation as per the provisions of these
Regulations;

(fH “Government-funded programmé& means any programme, policy, scheme or otherigia@v under which food is
sold, distributed or otherwise made available wpghblic by the Central or State Governments;

(g) “international standards’ means the standards and guidelines of the Codkéxeatarius and principles of
fortification laid down by the World Health Orgaation and the Food and Agriculture Organization;

(h) "maida" means maida as defined in Regulation 2.4.2. hefRood Safety and Standards (Food Products Stsdar
and Food Additives) Regulations, 2011;

(i) “micronutrients” means essential dietary nutrients including vitsnminerals or trace elements that are required
in very small quantities and are vital to developimeisease prevention and wellbeing of human Isging

() "milk" includes milk and its variants as listed undeg®ation 1.2. of the Food Safety and Standards {RFr@duct
Standards and Food Additives) Regulations, 2011;

(K)“nutrition claim” means any representation which states, suggestaphes that a food has particular nutritional
properties which are not limited to the energy edbut include protein, fat, carbohydrates, vitangnd minerals;

() "oils" includes edible oils, vegetable oils, refined bdeli hydrogenated oils and their variants as listeder
Regulation 2.2 of the Food Safety and StandardsqRyoduct Standards and Food Additives) Regulgtid@11;

(m)“quality assurancé means the systematic measures applied and stdes tby manufacturers and packers of
fortified food throughout the manufacturing or peck process to ensure that the finished food caspliith the
provisions of the Act and regulations and standapégified thereunder;

(n) "rice" means rice as defined in Regulation 2.4.6.5 effbod Safety and Standards (Food Products Stamdart
Food Additives) Regulations, 2011;

(o) “salt" means edible common salt as defined in Regulai®r80 of the Food Safety and Standards (Fooduetod
Standards and Food Additives) Regulations, 2011;

(p) “staple food$ means articles of food intended for mass consionpin a daily basis and include rice, wheat, wheat
flour, atta, maida, oil, salt, milk, and such other articles of foad may be designated staple foods under these
regulations;

(q) “wheat' means wheat as defined in Regulation 2.4.6.2@fRood Safety and Standards (Food Products Stidar
and Food Additives) Regulations, 2011;

(2) All other words and expressions used, notngefiin these regulations shall have the meanirgigraesi to them in the
Act, rules or regulations thereunder.

CHAPTER 2: STANDARDS ON FORTIFICATION

3. General principles.-(1) Essential nutrients may be appropriately addedads for the purpose of contributing to any
of the following:

(a) Preventing or reducing the risk of, or correctiaglemonstrated deficiency of one or more essemtiaients in
the population or specific population group;
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(b) reducing the risk of, or correcting, inadequateritiohal status of one or more essential nutrientshe
population or specific population group;

(c) meeting requirements or recommended intake of omeooe essential nutrients;
(d) maintaining or improving health;
(e) maintaining or improving the nutritional quality fofods.

(1) When fortification of a food is made mandatoryslitall be based on severity and extent of publidtinewed as
demonstrated by generally accepted scientific exide

(2) The Food Authority may, specify mandatory fortitica of any staple food on the directions of thev&oament of
India.

4. Compliance with Standards on Micronutrient Content in Fortified Food.-

(1) Any manufacturer who fortifies any food shatisare that the level of micronutrient in such fiaet food does not
fall below the minimum level specified in the schid I.

(2) Every manufacturer shall ensure that the l@feiicronutrient in such fortified food does notcerd the highest
amount of micronutrient that can safely be addesutth food, having regard to recognised internatistandards.

CHAPTER 3: GENERAL OBLIGATIONS

5. Quality Assurance.-(1) Every manufacturer and packer of fortified doshall make an undertaking on quality
assurance and submit evidence of steps takensmepgard to the Food Authority or such other authdhat the Food
Authority may designate.

(2) The undertaking on quality assurance shallithe] the following, namely:-

(a) certification by a food laboratory notified ltlye Food Safety and Standards Authority of Indiat tthe
fortified food is in compliance with the provision§the Act and regulations and standards spedifieckein;

(b) up-to-date record keeping and continuous iramgnof fortificants used in the manufacturing orckiag
process, including the source from where the fodift was procured;

(c) appropriate monitoring procedures at diffeitages of manufacturing or packing process;

(d) random testing of fortificants and fortifiedofd;

(e) regular audit of technical equipment and prsessand

(f) such good manufacturing practices, as may bkeifipd by the Food Authority from time to time.

6. Compliance with the generally applicable provigins of the Act, Regulations and StandardsAll fortified food,
whether voluntarily fortified or required to undergnandatory fortification shall be manufacturedckesal, labeled,
handled, distributed and sold, whether for profitnder a Government-funded programme, only in d@npe with the
standards specified under the provisions of theafsck regulations made thereunder.

7. Packaging and Labeling Requirements. €1) All fortified food shall be packaged in a manribat takes into
consideration the nature of the fortificant added &s effect on the shelf life of such food.
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(2) Every package of fortified food shall carhetwords “fortified with ............ (name of the fortifimt)” and the
logo, as specified in the Schedule Il of these Reuns, on the label.

(3) All other provisions under the Food Safety &tdndards (Packaging and Labeling) Regulations1.26lall also
apply to the fortified foods.

(4) Every package of food, fortified with Iron shehrry a statementNot recommended for people with Thalassemia
and people on low iron diet”.

(5) All manufacturers and packers of fortified foodmplying with the provisions of the Act and rulesregulations
made thereunder on fortified food shall be permitie make a nutrition claim in relation to an deiof fortified food
under regulation 2.2.2(3) of the Food Safety arah&ards (Packaging and Labeling) Regulations, 2011.

8. Promotion of Fortified Food. - (1) With a view to promote wholesome food in themoy, the Food Authority shall
take steps to encourage the production, manufactliseribution, sale and consumption of fortifiedo#l including
fortification through conventional breeding/ hybzation, in cooperation with concerned governmeagaitments

(2) Without prejudice to the generality of sub-rkiadgion (1), the Food Authority shall endeavor to:

(a) advise and promote the use of fortified foomwvernment-funded programmes on distribution ofifo

(b) organise public awareness, education and adyamampaigns on nutrition and fortified food,;

(c) conduct technical assistance programmes amvda technical expertise to small manufacturersrtable
them to undertake fortification;

(d) equip laboratories and research institutiortsfiad under the Act to conduct the nutrient anedyaf fortified
food; and

(e) identify and recommend to the Central and SGgernments, financial incentives, subsidies aahs$ to
be provided to manufacturers and packers to engeutem to undertake fortification.

9. Consolidation of regulations and standards on forfied food. — The provisions of these regulations shall sigmkrs
standards on fortification of food set out in apgulations, orders, or guidelines issued undeAtiighereunder save as
regards regulations on nutraceuticals and foodSpercial Dietary Uses.

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

Nothing in these regulations shall affect the psmrns of the Infant Milk Substitutes, Feeding Begthnd Infant Foods
(Regulation of Production, Supply and Distributickgt, 1992 (41 of 1992) or any rules, regulatiomsoaders framed
thereunder.
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SCHEDULE-I
STANDARDS FOR FORTIFICATION OF FOODS
(See sub-regulation (1) of Regulation 4)

1. Standards for Fortification of Salt with lodine

Salt shall be fortified with lodifeand may also be fortified with iron in combinafiosith iodine, at the level given in
the table below:

S.No. Component Level of nutrients
1. | lodine content
(a) Manufacture level Not less than 30 parts per million on dry weight
basis

(b) Distribution channel including retail

level Not less than 15 part per million on dry weight
basis.
2. | Iron content (as Fe) 850-1100 parts per million

2. Standards for Fortification of Vegetable Oil with Vitamin A or Vitamin D

Vegetable Oil may be fortified with the followingienonutrients, singly or in combination, at thedégiven in the table
below:

S. No. Nutrient Minimum level of nutrient Sourceof nutrient

1. Vitamin A 25 U per gm of oll Retinyl acetate, Rsti
palmitate and Retinyl
propionate

2. Vitamin D 4.5 U per gm of oil. Cholecalciferolygocalciferol

The total matter insoluble in water where an aikiing agent has been added shall not exceed 2.@eperand Sodium
Chloride content on dry basis shall not be lesa 8140 per cent. by weight. As mentioned underragjHation 2.9.30.2
of the Food Safety and Standards (Food Producti§tds and Food Additives) Regulations, 2011.

?Double fortified salt may contain Hydroxypropyl Nigt Cellulose, Titanium dioxide full Hydrogenatedy®ean oil
and Sodium Hexametaphosphate (all food grade) atida&ing agent not more than 2.0 per cent. Onvaight basis
and the water insoluble matter wherein anticakiggnd is used shall not exceed 2.2 per cent.
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3. Standards for Fortification of Milk with Vitami n A or Vitamin D

Toned, double toned or skimmed milk may be fodifigith the following micronutrients, singly or irombination, at
the level given in the table below:

S. No. Nutrients Mnimum Level of nutrient per Source of nutrient
litre of toned/double
toned/skimmed milk

1. Vitamin A 770 1U Retinyl acetate, Retinyl
palmitate and Retinyl
propionate

2. Vitamin D 550 IU Cholecalciferol, Ergocalcifero

4. Standards for Fortification of Vanaspati

Vanaspti shall be fortified with the following mamutrient at the level given in the table below:

S.No. Nutrient Level of nutrient

1. Synthetic Vitamin A Not less than 25 Internadbbnits per gram at
the time of packing.

Should test positive when tested with Antimony
Trichloride (Carr-Price Reagent) as per 1S:5886¢
1970

5. Standards for Fortification of Atta

Atta, when fortified, shall contain added iron, foliddhand Vitamin B-12 at the level given in the tabkdow:

Minimum Level of Fortification
S.No. Nutrient
per Kg

Iron - 20 g
L Sodium Iron (111) Ethylene diamine tetra Acetate,

Trihydrate (Sodium federate-Na Fe EDTA);
2. Folic acid 1300

Vitamin B12- cyanocobalamine,
3. hydroxycobalamine; 10ug

In addition, atta may also be fortified with follawg micronutrients, singly or in combination, attkevel in the table
below:

Minimum Level of Fortification
S.No. Nutrient
per Kg
1. | Zinc-Zinc Sulphate 30 ¢
2 Vltamln A—Retmyl acetate, Retinyl Palmitate, Retinyl 1500RE
Propionate;
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Thiamine (Vitamin B1)- Thiamine hydrochloride,
3. L . g 3.5 mg
Thiamine mononitrate;
Riboflavin (Vitamin B2)- Riboflavin, Riboflavin 5'-
4, L 4 mg
phosphate sodium ;
5. | Niacin-Nicotinamide, Nicotinic acid; 429
6. | Pyridoxine(Vitamin B6)-Pyridoxine hydrochloride; 5 mg

6. Standards for Fortification of Maida

Maida, when fortified, shall contain added iron, folicidhand Vitamin B-12 at the level given in the &bklow:

Minimum Level of Fortification
S.No. Nutrient
per Kg
Iron - 60 mg
(a) Ferrous citrate, Ferrous lactate, Ferrous sulphate,
1 Ferrous pyrophosphate, electrolytic iron, Ferrous
" | fumarate;
. I 20 ¢
(b) Sodium Iron (Ill) Ethylene diamine tetra Acetat
Trihydrate (Sodium federate-Na Fe EDTA);
2. | Folic acid 1300
3. | Vitamin B12- cyanocobalamine, hydroxycobalamine; 10 pg

In addition, maida may also be fortified with foliang micronutrients, singly or in combination, hetlevel given in the
table below:

) Minimum Level of Fortification
S.No. Nutrient
per Kg
1. | Zinc-Zinc Sulphate 30 ¢
2 Vltamln A—Retmyl acetate, Retinyl Palmitate, Retinyl 1500RE
Propionate;
Thiamine (Vitamin B1)- Thiamine hydrochloride,
3. L . g 3.5 mg
Thiamine mononitrate;
Riboflavin (Vitamin B2)- Riboflavin , Riboflavin 5'-
4, . . 4 mg
phosphate sodium ;
5. | Niacin-Nicotinamide, Nicotinic acid; 429
6. | Pyridoxine(Vitamin B6)-Pyridoxine hydrochloride; 5mg
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7. Standards for fortification of Rice

Rice, when fortified, shall contain added ironjd@cid and Vitamin B-12 at the level given in thble below:

S.No. Nutrient Level of Fortification per Kg

Iron - (a) Ferric pyrophosphate (b) Sodium Iron (I11) 20 ¢
1. | Ethylene diamine tetra Acetate, Trihydrate (Sodium
federate-Na Fe EDTA);

2. | Folic acid-Folic acid; 1300

3. | Vitamin B12- cyanocobalamine, hydroxycobalamine 10 pug

In addition, rice may also be fortified with follawg micronutrients, singly or in combination, aetlevel given in the
table below:

S.No. Nutrient Level of Fortification per Kg

1. Zinc-Zinc Oxide 30 mg

2. Vitamin A- Retinyl Palmitate; 1500ug RE
Thiamine (Vitamin B1)- Thiamine hydrochloride, Thime

3. . . 3.5mg
mononitrate;
Riboflavin (Vitamin B2)- Riboflavin , Riboflavin 5’

4, L 4 mg
phosphate sodium ;

5. Niacin-Nicotinamide, Nicotinic acid; 42 mg

6. Pyridoxine(Vitamin B6)-Pyridoxine hydrochloride; 5mg

SCHEDULE-II

PAWAN AGARWAL, Chief Executive Officer
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