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AR
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U6 ¥ 3—17 / UIQURId / ARRGEAI@Td 1) / ThUEHTeTE—2014.—dfaua fafemi &1 f=feRed
UTU, WTel GRETT 3R AMe (GfoiT der oiafei) 94, 2011 # &R §eE & fory Sifs IR @rer e 3R
AMG UIOER0T §RT Wre el iR A1d SIS, 2006 (2006 &1 34) B &RT 23 & WY UfSd ORT 92 &I
IU—ERT (1) T IU—ERT (2) & TS (€) §NT Uad AT & YANT H Dol WHR & Yd IrgAed o fHar s
URATId &, Ut fhar Srar @ 5 S9d iR IH @ Rt 92 @ SU-RT (1) §RI, S9d gRT gAIfdd g
FAET dTel {1 Afdadl @1 Ga & forg eufea 7 den e & 9 2 6 S99 ureu fafest woes e
5 I8 SIRRLAT USRI B T8 ©, U ST DI SUART BN S DI ARG, A6 & @ @ FA B+ &
geard faar fear e,

I = W=7 BFEAT 9% S AET AT A I AT Gatvad A ST¥ET HEAT O
ATET /AT ATE(eTheh ATeT igd ST AT 6 I, eI FAFET ATTFRET, AT are

TS HTHH ATIAHTOT &l AT bl 2|

3Fq YTeT At & oy # Gt =t o AfAEe &t & s@am o 9@ v et
ST qATAT 9T GTE IIEaor e o= o s

gy fafrm
1. (1) =7 fafemi @1 e M @ Rerm ik "e (Ui 3R ofafer) (Wemes) faf M, 2015 7 |

() LI TS # A AFFHT & sifaw sfeeg=er g9 &t arie o =g=aw9 180 &= &
et SIITHT a9 i TR SHEsy SUET gl [ATE F AT, T T i

2. WY GRET SR dHd (BT iR ofafel ) (Weem) fafem, 2011, § olddl o @1 Ofd wR e @
fawg # faffds smemy” & wafta Afrm 24 # —
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(@) 3= Sarel R fafafde dga o daelt eyt & Hedfta Su—fafem 245 ¥ @ 53 @ UwE,
frfaRaa @s &id: wenfa faar sy, sweifq —

"54. GId I TR, G IATE, T JRART Bl U, fHfad g I, vk, Aare daeE, 9 iR
HqYRA, W I, UG WRId Jad d9Fe e (S8) fFraforRad amonadi & @rer g, s —

e TUEY WRid Ved (Urey Wil & ®©Y H) —— I,/ 100 TTH 31aT 100 fAeiieiex

o Pl T Bl 3R Fad ) I8 ARl B 39 I BT STANT Fifbedd & aefieror § oer
=MMRY |

o TGl AT WU BT R RFAT 3R Ul a9 I HH Y & qreddbl & oIy TN BT gie | IuYard
Tl B AT & |

o FH WX, WAl Al I A1 HT 3 IH URIRT 4§ e @ud a3 ¥ g9 A1y |

ggdR Rig afcre, g dRiues fEery
[fstTa=T 111/ 4 / 3191, / 18731 / 2015(150)]

oo . we AW 9RT & ISUF, FERIRY, 9N 10, TS 4 H ARG §&H 2—15015,/30,/2010 TRRI
1 3R, 2011 RT YSHIRG fhy T iR yeardad! =1 Siferge dw@el g1 |efed fey o

(i) T% 9. 4—15015 /30 /2011 TRIE 7 S, 2013
(i) . 3. 1-83Tet / URRIIRTS. UH—31feY. / UhUHTHAURNE—2012 TRIG 17.02.2015

MINISTRY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Authority of India)
NOTIFICATION
New Delhi, the 30th July, 2015

F. No. 3-17/Phytosterol/Notification (Labelling)/FSSAI-2014.—The following draft of certain regulations,
further to amend the Food Safety and Standards (Packaging and Labelling) Regulations, 2011, which the Food Safety and
Standards Authority of India proposes to make with the previous approval of the Central Government, in exercise of the
powers conferred by sub-section (1) and clause (k) of sub-section (2) of section 92 read with section (23) of the Food
Safety and Standards Act, 2006 (34 of 2006), is hereby published as required by sub-section (1) of section 92 of the said
Act, for the information of all persons likely to be affected thereby; and notice is hereby given that the said draft
regulations shall be taken into consideration after the expiry of a period of sixty days from the date on which the copies
of the Official Gazette in which this notification is published are made available to the public;

Objections or suggestions, if any, duly supported by the scientific evidence, may be addressed to the Chief
Executive Officer, Food Safety and Standards Authority of India, Food and Drug Administration Bhawan, Kotla Road,
New Delhi-110 002;

The objections and suggestions, which may be received from any person with respect to the said draft
regulations before the expiry of the period specified above, shall be considered by the aforesaid Authority.

Draft Regulations

1. (1) These regulations may be called the Food Safety and Standards (Packaging and Labelling) (Amendment)
Regulations, 2015.
(2) They shall come into force with effect from the ensuing 1* January or 1¥ July of the year, as the case may
be, subject to minimum of 180 days from the date of final notification of these regulations in the official
Gazette.

2. In the Food Safety and Standards (Packaging and Labelling) Regulations, 2011, in regulation 2.4 relating to
‘Specific Requirements/ Restrictions on manner of labelling’,—

(a) in sub-regulation 2.4.5 relating to ‘Specific Labelling Requirements of other Products’, after clause 53, the
following clause shall be inserted, namely:—
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“54. Yellow fat spread, milk products, milk based fruit drinks, fermented milk products, cheese, salad dressings, juices
and nectars, edible oils, baked products (bread) containing plant sterol shall contain the following declarations, namely:-

e Contains Plant Sterol Esters (as Plant Sterols)---gm/100 gm or
100 ml.

e Patients on cholesterol lowering medication should use the
product under medical supervision

e May not be nutritionally appropriate for pregnant and lactating
women and children under the age of five years.

e CONSUMPTION OF MORE THAN 3g. PER DAY, TOTAL OF
STEROL, STANOLS OR COMBINATION THEREFOF SHALL
BE AVOIDED

YUDHVIR SINGH MALIK, Chief Executive Officer
[ADVT.-111/4/Exty./187-O/15(150)]

Note:—The principal regulations were published in the Gazette of India, Extraordinary, Part III, Section 4 vide
notification number 2-15015/30//2010 dated the 1st August, 2011 and subsequently amended vide notification
numbers:

(i)  F.No. 4/15015/30/2011, dated the 7" June, 2013
(i) F. No. 1-83L/Sci. Pan- Noti/FSSAI-2012 dated the 17.02.2015.

AR
g faeell, 30 TS, 2015

% W.3—17 / TRURRIc / JARGET (TTe Hedied) / Thuayauans—2014.—aicqy fafFEl &1 e
Ty, ATel GRET SR A (@ STe A9d iR @rel ¥gad) fafem, 2011 # ol e & forg, Shifd wRea
Qe GRET 3R AFG UTEBRYT §RT WTe JReTl AR AFd S, 2006 (2006 T 34) B GRT 16 B IT—ERT (2)
% A1 Ufed GgRT 92 H IU-URI(1) SU-URT (2) & S () gRI Ued Fadl & TN # dald WHR & g4
ARG W AT ST R B, USTRIG fham ST &, STT Ia STad &1 gRT 92 &1 SU—8RT (1) §RT, IAD
GRT Y9IfAd 89 ST atel 91 Afadal @l gaer & o oufera 8; den gaen & ol & 6 Sad ey fafemi
R I0F 594 6 I8 MO Uil @1 78 2, Ui ST &l U wR1Y S &1 [y & 916 9 &1 3@
TETT B9 @ ueErd faeR fhar g

7z =9 wrew ARt 9 i e A7 gEa g 9 "@afeud AR STuET weAr o
AT /AT ATE(E e AT Gi3d SUh qEty % IO, e HwAERT AfARE, AT °re
TS W ATIAHTOT &l AT bl 2

I Y=Y AT & g9y § R =t @ ARE aafy F seew o 9@ oae sredt
ST AT T GTT T F1T &= f&m S,
gy faftes
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1. (1) s‘%ﬁﬁmﬁ &1 Hierd T WTe GRew IR AMG (@ SR AFd IR @rel W) (|eieE) fafem,
2015 |
(2) TR AU H 59 fAfE B i SRRgET B B ARG | RAqH 180 QA & Sl ST ay
DI UBCH SIANl AAAT TSl Sfells o JATRAM, A Tg i |

2. Qe GRET SR 9SG (el SWE AMG IR @rel waren) A ad, 2011, # @me § Gifd et & eef|
I 3 H W WA’ ® ey H fafem 34 7 fAfds Aet § SwanT fey 9 arel ey genlt W
wafra Su-fafee 3417 # AifSTH emRE (1) sURElT SREM ST UNIce, gIsElssc (AifsaH
IRfETT—UAY Uhs ST’ A Gdfd @ (V) & uvan fAmfeRad @ ofaenfua faar sroem, srerfa—
"(v): @ Tedh ddl d ©U H URY WA (BIEeRRd) & STR—(®) IR SiH—deifed (Sied) ara |
TSl AT UTeY WXl &I TN G SeTal & [HHfRad |avil § 0—40 fAeium / fhaum™ &1l 9R &
TR R B 51 |\dbar g—
Gd 99 YR, 1 ScUIE, G JEIRT %l 4d, fhfdad g Scute, UHR, Welle 9, I 3R AR,
Qe e, UIey Wid gad dds g (1) |
BISCl Al U WXidl gad IUre Afhad 3 UM Jffal Afhad 1 UME Bigel /Uley wXid, Jad
HISC! AT UIGY Wil & ®U H W0, Jad Udhel 9N & ®U H 99 g | 3R Al I W sfdfie
T8 €, e w5y ¥ R fhar S @iy & @ o1 9He 9rT @ 2, S 9 sirar fAeflelier # o
UH 9T 9 gad 9o Hhigel Al UIey IRid & wU H IO, ISl fal ureyd wRidh &l A3 H qad
B o TRy | W Rerfoal #, Scare 1 Weed SR odfel T 39 UBR BT a1y fb SudNThdl ST

& AT 3 YH AGaH I US W T AHaH 1 TH Jad 3 9T & SUINT gRT UIeY &id &l
fferpad 3 UM /e & Hud d T < |

(@) Ffie Su—ds (F) § Ffde Iur uRy Wd 7 Wier afFe AT (TSeE) &1 3ffte T8l
P qAT D oldel W Wrel GRT 3R Adh (it iR ofafelw) (Fee) faffas, 2011 & Su—fafas
245 ® WS 54 JAT S-S FTAR TYUMG BT SIGH |

Jgdr R Afcre, g0 HriueTs BRI
(ST 111 / 4 / 3791 / 187—31 / 2015 (150)]

oo o M YRA & T9UF, IMEIRT, 9N I, @S 4 H IIEREAT |@ 2-15015,/30 /2010 ARG
1 TR, 2011 ERT GGG fHy Y 3R ueandadt =1 siftgem weama! gry wenfia fhg 1w

(i) U®. ¥. 4—15015,/30,/2011 ARG 7 S, 2013
(i) TP. ¥ 915014 /1 /2011—dUHY / UHTHUACRNTS TRIG 27 S[F, 2013
(iii) U®%. H. 5,/15015,/30 /2012, TRIG 12 SflTg, 2013
(iv) T®. 3. W1.15025 /262 / 13—UIV / THUAUTLTS dRIg 5 fadeR, 2014
(v) UW%. 9. 1-83U®% / UARIIRTS. UF—31feY. / UhUHTHAURNS—2012 TNIG 17.02.2015
NOTIFICATION
New Delhi, the 30th July, 2015

F. No. 3-17/Phytosterol/Notification(Food Additive)/FSSAI-2014:—The following draft of certain
regulations, further to amend the Food Safety and Standards (Food Products Standards and Food Additives) Regulations,
2011, which the Food Safety and Standards Authority of India proposes to make with the previous approval of the
Central Government, in exercise of the powers conferred by sub-section (1) and clause (e) of sub-section (2) of section
92 read with sub-section (2) of section 16 of the Food Safety and Standards Act, 2006 (34 of 2006), is hereby published
as required by sub-section (1) of section 92 of the said Act, for the information of all persons likely to be affected
thereby; and notice is hereby given that the said draft regulations shall be taken into consideration after the expiry of a
period of sixty days from the date on which the copies of the Official Gazette in which this notification is published are
made available to the public;

Objections or suggestions, if any, duly supported by the scientific evidence, may be addressed to the Chief
Executive Officer, Food Safety and Standards Authority of India, Food and Drug Administration Bhawan, Kotla Road,
New Delhi-110 002;



[T [[-ETE 4] R T TSI : STETET 5

The objections and suggestions, which may be received from any person with respect to the said draft
regulations before the expiry of the period specified above, shall be considered by the aforesaid Authority.

Draft Regulations

1. (1) These regulations may be called the Food Safety and Standards (Food Product Standards and Food Additives)
(Amendment) Regulations, 2015.

(2) They shall come into force with effect from the ensuing 1* January or 1* July of the year, as the case may be,
subject to minimum of 180 days from the date of final notification of these regulations in the Official Gazette.

2. In the Food Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011, in regulation in
chapter 3 under ‘Substances Added to Food” 3.1 relating to ‘Food Additives’ in sub-regulation 3.1.17 relating to
‘Other substances to be used in Specified limits’, after the clause (iv) relating to ‘Sodium Iron (III) Ethylene
Diamine tetra acetate, Trihydrate (Sodium Feredetate-Na Fe EDTA)’, the following clause shall be inserted,
namely:—

“(v) : Use of Plant sterol (Phytosterols) as food ingredients.—(a) The Phyto or Plant sterol from non
Genetically Modified (GM) source may be used in the following categories of food products with their
use at the level of 0-40mg/kg of body weight—

Yellow fat spread, milk products, milk based fruit drink, fermented milk products, cheese, salad dressings,
Jjuices and nectars, edible oils, baked products (bread).

Products containing Phyto or Plant Sterols be sold in single portions containing either maximum 3 g or
maximum 1 g of phyto/ plant Sterols, calculated as free phyto or plant Sterols. And if they do not contain
so, there should be a clear indication of what constitutes a standard portion of the food, expressed in g or
ml, and of the amount of phyto or plant Sterol, calculated as free phyto or plant Sterol, contained in such
a portion. In all events, the composition and labelling of products should be such as to allow users to
easily restrict their consumption to maximum 3g/day of phytosterols through the use of either one portion
containing maximum 3g, or three portions containing maximum 1g.

(b) The products referred to in sub-clause (a) shall not exceed the Acceptable Daily Intake (ADI) for
Phytosterols and shall contain the label declarationsas provided in the clause 54 of sub-regulation 2.4.5 of
the Food Safety and Standards (Packaging and Labelling) Regulations, 2011”.

YUDHVIR SINGH MALIK, Chief Executive Officer
[ADVT. III/4/Exty./187-O/2015 (150)]

Note:— The principal regulations were published in the Gazette of India, Extraordinary, Part III, Section 4, vide
notification number F.No. 2-15015/30/2010, dated 1* August, 2010 and subsequently amended vide
notification numbers:

(i) F.No. 4/15015/30/2011, dated the 7" June, 2013.

(ii) F.No.P.15014/1/2011-PFA/FSSAI, dated the 27" June, 2013
(iit) F.No. 5/15015/30/2012, dated the 12" July, 2013 and

(iv) F.No. P.15025/262/13-PA/FSSAI, dated the 5™ December, 2014
(v) F.No. 1-83F/Sci. Pan-Noti/FSSAI-2012, dated the 17.02.2015.
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