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W H. ESgE/TH-05/&8(ERTFA-2022).—aTa  TRAT T AEE (WA A0S,
e fewam, @Faw e fTwes st # o e, @y FEghs s & o arer, Fagses
T Y Taq @rer) ey, 2016 F7 AfawA #3 % o waas [T, ST aRd = g qear 6w
AT STTEHT0T, g T3hTL & JATHIGT o, GTe gLaAT Sli¥ /1 A =ad, 2006 (2006 FT H&Ai® 34) Fir
ST 92 HT IT-ETRT (2) F TE () o AT TISd €M7 22 FIRT T&<T MFIT T TN F2d T a1 ATZAl 8,
AT & forw = fafaast &1 e =98 warfad g1 @ arer at satRat i =t & o IE g 92 Fi
ST-GTRT (2) FT SATEAT & ATHATT TAGEET THIAT FAT § 3T TaagnT e &3 a7 g & 39 areq
et o 3w Aty & 91 &4t 1 swafer gurea g & are o= T s, e [t 6 =9 st

T TR e FTer TSI T AT STHAT T STTed FLTs SATUAT|

T3 IS AT AT GATT &7 AT IH T FIAHTL ATHR, AT @I GLEAT S ATAE T,
THSIT 9ad, FledT UE, 7% faeeii-110002 FT 74T regulation@fssai.gov.in T T-He & HST ST ThdT

L

Iod FETaT AT F q9g # B =e 7 29 g Faiia At g sreq srotat s gt
I AT GT GLAT ST {I TTTere0r T &= B S
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FIECRTICE R

1. = A=At #7 @rer g ofiT a9 (FeeT ST E, Fereewed, [Faw ser fAvwes ST
F form grer, f@aw HfEFai s F e g, i hemfes g @i samtes ame=) &Ry,
2022 gl ST 9T gl

2. fererr-r= S ertferer Srforat

(1) == =i F sianta e arer @rer f&feree qror srerer srer s e F o ey = '
TEEFA STIAT AT o0 ST 3 S o I T[99 Heled &l 3@ gu ¥ qad & o7+ T Jardf § €
& T RN TZATT ST Tohel AT i1 T GTA 2 T F ATF A il S9q7T & (70 g & aAqT 39 A== H
e oTerst & AT gi1 =72 e 7y # Jor Foa wafdy % o {4 & 9T grar € a9 =9 AT ¥ |
% ITE ATHHS 51 2l

(2) == At ¥ st FAeterfera e afort s
(F)  FETET qGLEF (THUH),
(@)  grEgiewe (7120),
(M & e e s fore arern (rerasy),
(1) a9 et sEs F oy e (ThrEeE),
()  hatafes grer siw warates grer (7-)

(3) @Y™ AT X HTHH (TT IITE HIAF ¥ @rer g4y Af=aw, 2011 # SfeAtaa @rer 124t
Tereahl, TAT 59 @rer q@rat & A [aid §, 797 39 Afagat § @R s e srerar wEtas =9
H I w1 H Uer T ST aTer 9 a7 aaeaiadl e AqqTEh AAAT I {ehed, AAT A9
g T 9= & forw @rer sterar faery et s  forg @mer /gt g

(4)  SHOTY S yaTae AT sTfefe=w, 1940 (1940 T H&di® 23) &t & 3 % @< (F), (F) 37 ()
TAT Ieh AT o AT & ITAT o AL A [ATAT 6 AT AT ATl ICATEL H Fle SATOTer QITHHer
Tl gr

(5)  TATIF SHOTY ST H=:woqTAT TaTd fAfa=w, 1985 (1985 T HEATH 61) TAT ITF qvd o+
TRTHT qAT sfrwer i ST qrnRit AW, 1945 # Sqg=1-3 oY -1 % ISl F 99 =7 A=+t &
AT AT AT ITATRT § AT TAAT TS SATAT TATIF AT STET T TATAT T2 71 g7l

(6) S a% @rer grea fafagt & stavia @ arfdsr g faforse &= 7 srqwa 7 By s, ey
TR, T 7aT T9T e &7 Tors, Ramor strar =R &1 3747 2T T ScaTg 9 (o aHi &
ST Al AU

(7)  Fa GTX €Y, TAT GieorAl, IITEL0T & forw 92T, AT 3T o177 Ffesar; &= I * forg
TR, SAr, e o7 o= are; St TR & U TSMTE ST ST R, HAT 380 & ol
o=, ST, Boal 3T 7 HETel; © SETe & (o0 SadT, STHH, ST 3T S7T e 3i¥ Toqqs ToHehd

(AT o, F2 T, T T, @I T AT TF T0) T qre T9T FeTad IRl S eeEr 76
FATE YT ATAT FETE (et AIaT ‘AT g o= SUTRT & grer 2@t ‘e iwer sarse

& @I qg! A ST
3. qiRWTYTY. - = fafF=rdt &, ST qeF Y=RT & =17 sruferd 7 2, -
(1)  ‘Stef== & @rer gRar oY 79 At =aH, 2006 (2006 1§ 34) AT B,

(2) ‘G IR | ATAATH 67 =T 4 F v eI AT Grer T 3T ATE TTrEsheor
ST 2;

feoqur 1 -2 e a % forgpsit ¥ forw swerfara @men, e qReT S wra (farep Troer swere) AR, 2020 F ST #3
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)

(12)

(13)

Ty e fAvs ITART & forg @rer 9 Avft w1 e €, S Bt @t Sifas seEr
HATAATF F9T fie/sraran fafore TnT siw o 3 wrer sruferd swgre daeht sroemsi &1 @
T & o e &9 § yeega et 3 B At g o9 [ree = ' # ger fBFar Sar 2
i AT THd & UH AT G 921 I 0 1T 21, a7 9 @r TR w1 deed
TAATHS THTT * ATLTOT G T21AT & qieq =9 7 197 211 5+ &9 smgw ffrogs 9= &
QT TETAT T START TET/TAFTT o TG 6 0 Faer StaFel T6d S AT o STam smeraa
2T, Iv8 AL THUAUaS) 7 Joft & Tar sroam)

Fadw Rrfrcha e & forg grer g et & ag aft g, S T F smeriT y&@uw F
oo frerg &9 & TEERd Srar A AT STar g ST o R Sar g a9 e 3wt wa e
et FRTOT # FoFaT ST @avd T 81 F e UH AR & forw swerfaa gid 8, S 398 et s
T H o G 8, TAT TFd g, TTATI T Thod & ATAT TTLT0T QT TG qqaT 398 [iga
FHIATT TTIF AT T IUTTAT FT TR 8 STAAT (STTehl TTI0T Feel TUeATd fhed 1 &7 7 faery
& & Rgiia gi o e seifis Taaw o ser § Fad 7Raad &, @O agr Fuas
IYANT o =T QT TTAT T ATAT T Q|1 T (HATRL Al (AT ST FehaT|

T F G, @ q&Tdl 6 ag A g, PEH qus J i (S| I, @, Fer,
FHIAT URE) /ST aT g Heeqi & Hix & bl AAAT HAT-ATHT g g 3T ST
IO STTAT ST THTE TEAT & AT (St TASH 3H A Hl I AT 2l &l

GUeH H F IET AAAT IAEEAdE AHOIAT ST Iq6 Hed, WEigred, Harartes, s
AT/ HTole ST 8, ST @l TR0 g7 SqgHt 2, 3 37 4 § fJu 1w £

‘T EEweT G Fl ag AT BT &, FSH UH e, ArSeiele Y enferd Tt Je® g
&, o amfie 79 ST § TFT S T a9 T@d § 9819 gid ol

qus ae@ F 9 Fert, afas, srfi|r ufee i o= T dog Af9Sd 8, ST @rer TTresor
T RT-98T 92 f[afga & S

qa fisor & srqgi=at § [fdse 1 ar afas gt w1 fw onfee 8, S @ 984y qigd
STTAT I [aAT AT SIqaTa | JATE 6T SITar &, T Foha g grar € ao == [Af==Et & agq
ey arer foreft Sroft o1 SeaTe @ % forw s g /)

faiaifes @rer & ag @ Afwud g e T o @e9ed gid 8, ST ASiied @re §9eF gid &
3T I ST AT & ATSHIETATET & TG FIT STHIFAT &l TG ATH gIaT 2|

NI @R & a8 G AT ¢ SeH a9a w@resy & forg arwery sfifad geastar g
2 ol g orohel Ta S g9l o 9T 9gied 9 AT § o § U AT fae e sruar yeida
ey a1 AT g

‘ST & = AATET F oA ATHhT SReT F AN | @re GTeehr gy Aidte seg=t
IR

sqTted fAafa= g afafafet & Rt =7 & arr aar 21

4, FIIAISTAL.- FT AT<h o [AIHT § AT0q T @Ter 3T 1 a9 q Ioarad, St faehr, f&aeft &
o s, Ao SrrET ST B{awor A1 AT A8l RO S a% ag o7 SHaHt § Afed suerst &
T T F

5. Tt Aftrrt F g g s .- == ARt | anfaer aftrt, sa 9% aqadt g9t #§ sy fAfga
7 21, R forfed arAT=r STeqTsti 7 Sqorer wef:

(1) et &7 =7 © (%) 5 7% =7 Fferwt # aoft fdw 3 fr sfaf 7 3, o Bl §

AT IeaTe T, &, oo, Foa, 5=, o 39, ', e, T, TET A ST 47§ Je
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FTAT <, 2, Toege, 21 & &9 H g1 96 8, Foreg et amm & |z & Meifa sata & oo

ST ZIAT 81 T8 TTA TR GTer T J9a-99g 92 #ils o7 9 fAf2d % adt g

(@) RerEd waiE &9 (39 gz, oege, F357 saame) § g9 92 99d 9 & T AT 37T

Tl T A1 F9TUIMT TAT T Hael § oael I T q< F9qTAT SATUT

(M) At Refadt w9 | =T "@6ed (MaT @ qIET i 7S At =aH, 2006 Fi

oY 22 ® 77 fafea), oeH 497 sycae weed Jor aRafdd s ffedT &7 ot €, *

T aTer T 3T 99 (F-AEte @rer ofiT 91er 992 & o0 aqaed) @fHaw, 2017 %

ST qATLHIGT AT g Tl

(2) TFeF ; (F) IATEl H T TTEHT T AT F &9 | o & f&afga grer i &t

Ao fore o) st @ees g, e e f= s g

i, AT 1 ITUE qed (Frertae, g, e e =i s 7ve acd)

ii. AT 2 : ITET AAAT AAEA (AR ATHEIA

iii.  SHAT 3 : ATLAT 2 T ATARIAT T FISHL ATA A/ ATSHle/Ted

iv. STEET 4 SEtEtes ST sl
(AT 2 | AR ITeT o7aT aeeatas go & SHeai HT TART AT q1 394 AT =T
H 37ET I Acd & & § AT ST Fhar g1 "eq & Rufa § 9g <HE START 919 %
ATIE FqATT | T 3T haet AqgHT § Sfeatad 91aq & ged & T o)

(@) =z sfafera == At § arfaer aftrr § agasy gert 1 ses in o st
e gl TFhd &, ST AT A1 AT gl a7 @Il GLeAT ST HIAF (T AT HIAF ST
arer ggae) T Tw, 2011 F S8R o7 A @t 99T & o0 A 2|

(M = AT § o STaTel H AT H UHSATE-TTSE T IOl HET (AT HUHAT-UA3TEUA)
FTT TR S99 e FISE Taeq (MEUEAILTN) F A4 \aq ger § Sfedfed
T, TiTdl, B 3T AT TAT ATLATT HATAT d1S T THIAT AT | ATHA HHTA
T &9 § 4T Tcqd9d THEhT Toeh 6 €T H gl TGFd gl

() a9 =T Aed -FAfEte arer qur iR-[Atase goed Iugad T 9ot F 9 § T8 F
o smerfra g ux ot =7 fAff=mt # Faw 78 e U g1 UH gees/3aare & o '
AT 3T 7T (-t @rer 3w |@rer 99 & o sqareq) &fHaw,2017 F sqaw
AT AT g

(3) T ITANT & HeATIIRT SIAgIHd aATel Heeah ATIHA HLed T I :

(F) ST ITET AT ATAET AR ATHRIIT STAET Ik Hed qigd Sff Foesh 24 et § oo
Tl 8, 7 e e ST 7 geArfEd YoEds 3faed § (Y 29 § 0 H FH
T a9 T 9T § dxg V), IH T q1ET F G GiAGed aohT @ AIIHT F
TATIHIGT & AT AT ST ol T 2

(@) STFT ST % AT F AT T A AT bl 7T AU HHESHT Al ATHA LA 6
U g FEERT @ AT #Y  E (R-FAfds |9 oY |9 @9t & o
sqHTe) fafaa®, 2017 F ST @rer T &1 SAEaT FT a6l gl UH qrHar §

grer e 3Itea ATHE el % 979 UAUgUE &Af9adl F 9gd 999-99T 9%
SATHITRT TIUF Tcdl STAAT T Heeh ATTHA HT Tl g ST ATAH=T FT Tl B

(4) FZATST TaT, THERLOT HEF QAT T At gt
(F) & TF fAfee =7 q waatad T 21, =7 ATt F vt o aret gt F o arer

HTEAT ST AAF (AT A8 AF A @rar ggarsy) fafagat & affase =+ e v §
TAT ST AEATST TaT 37T TEHERIU HgIF ATHAT T
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(@) fefrEF/fAr e wede F o Gy &9 8 st qgaey @i/ ua ey
T T @I TR g0 Fg-a97 92 faferee w9 & [dee $t ST

() FEATHHRTT ATROEAT : @I RO QT AT S 7AF (G 3778 HIAF AT qga7sy)
et & @FFw 3.3.1 F A8 YFiaH, Thids ager TIar FT garass
TR T TR FT T 2

(@) = TAfFE & 9 Afdce G ggasT 95Ty i TSR 9gEE a7 TN Ao
QTN VTR0 7 qaTqafd & a7 Grer geaT 6 g9+ (A-[fate g aw g
Tereed & forw srgere) fafaaw, 2017 % siasta B ST ||

(¥) @gasT T=rEt it s § seafeua G fFerfam, Fowsr fafaedvsic <%
SHUHT ITANT Fq¥ & UL oY ATee Icq1e WHfaat & g oqad g, dod & 39+
IYANT T Afershad TAT @rer Arfdrwor & FfH<er F Sqa 211 |rer Iarr gy &Y
Afdee 7 T IIT9 9= F1 T2 AEHITHSAR T Mt ARSI 7 ofaw 7 gh

(5) Tereat & oI grEar & AFEs
(F) = RAEFAET & oaTHe G aEqelt wF ATET § TFT FEHl AT EAT & qHES @rer
grfersRTor gt q9F-g9 ¥ f3fere =7 7 srenr 7 [{fdse o s
(@) UH AEE [EiRT 7 g 9T Grer FIOErd | grr SUShien (TAT SAT R AIEeT,
AGAfad  HIAHOIZS AR SIEAT, TATIES TCd  HAGDME T @t
HIHTHITSST), TT A 0H [ATATEAT; SEHTTHAT FIT THRIIAT FATIAEN TESSH A
T afefiae wiew,; Qe 9ga1sd 9279 9% TRUS/Seequ=a [aaus afHtd sreEm
IS UlTH A T AT T EAT F HTHaS TIATT ST 9Fd 3
() @R FUETRT TR 6 [T AAATT S AT EAT ATHGST hl SATAHIET ATSHIET
THT TAT 978 § 77 Toheft aiaa« & J9 3
(6) STeReAT T TTATATA ATHAT T ITe ; T fi¥ ATAeqidsh ARl o el a1 Ferf@ar s
A, AT TSl 3T FAFATaAeTzel f BIeH o4 [AHIAl § goHEag Fls sehetl e
TEEF AT TAUH, THUASY, UTHRUHUACGT AT - F T H GrE A &
TATTHIGH & [T 75! =T SO
(7) w=rea ey sftferen « et AT & Seeant &1 e Trsar Suersyr asfae ofi e tent areat
F ATITY 9T T TAT UH &7 QT TTTEHT0T T JE ST 9% T o0 ST |

(8) fefaram, Seger wrcde it I[urar gaeft sreTs
(F) T, S wIEde & o quraT ST SroeATd grer STeeor g7 G0T-90T 97 3
¥ fafga & s
(@) THEr et BT T 9w T IfRww wimEmEsr § s oo ARt amre
AT 32 OTAT Saeft sToeArsti, (< AN &l & AT &l
(9) UTET YT AT Fed (HehTereT it AT

(F) TTET AAAT ATAEA[AH ATHIT 6 T AT o (70 Fao @rer U< 6 TSAATIRT AT FT-
T 7T TR T B sroem)

(@) T o7 AT A7 AR Feeh el 0 edi oY fSrarset § a9 T9e® & U g
TR | F-fAfEee @rer T |rer d@oesi gaeft Afaaet & fata q@iaaEd a4r
BT
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(10) 2 5 99 aF F T==1 & (o1 IcqTE : = AT F fqvtq amfie 2 ¥ 5 a9 qF & g=41 & o0
SMLTTAT ITATE haet el AIAAT-Tacd SIFe SATAT AT (AT 3TaT ooy fEA=T 67 et
HATE F AT {3 S
(11) SITEwTATY ST q[aT HHT
(F) Sl § Fertaet siv @b st i waiea 7 £ Suesaar gRtaa # F o v
ATSHTATSAT &F AT I AIATT SATAE =AM 9T & AT, [T URT
A=Y @rer Irfareor g aur-a97 a7 fafga i S

(@) == FAfFaet § enfier @rer STl F 9Tl § AT IATEr F AHAT & Aoy F e
AT HHT GTr AT AT ATHF (Ao i J=29i7) A=, 2020 F SIqa ge|

(12) FafeT

(F) T AT AT AAF (AT 32 T2ei=) ffF=m, 2020 & Rfga amre safeir srrarsi
F sffafea =7 At § g afor % deat w Aefeted g=er 2
i. U % FEE AT T
(F) “FETEA THAgEewA/ AT dEr FvEE I & o /gy
FfrcaT waem F forw @r=y hetates arEyaaEes g’ g, S
Tafera Avft % forw my g1, ITaTe F AT qAAT AT AW F qId M a2
Y /e TeA<f H;
(@) Ter ITHTEFRAT Y A/TAT A THE, Alx Ica1 et fFferee oy a9g
o forT =TT AT Y, T Hehdsh Ut AT,

ii. % % FELE SuET fUse AT O SreET | H A hee:

(F) = A F sava oot 3w F o ge 7 8 g2 g9 W e W ag
SIY H1e o7eq<l # “FfehcaT ST  fow Ag1” oreg;

(@) ‘erqeitad TR |7

(1) STEE A st Set A e

(@ e w9 7 o aqeifaa e s 7 7 st T2l as=
(¥) o T== 7 °Ga<T g & qrHet § gt FqraT;

(F) a9 F GHT AT Rl A= F G H AqEHT, qG dEE THhAe, T
FIE I, TTaeehd 3T THRIIOT ITHTE STAAT AT TSTUFIH, ST T AT
2

(®) TURTESY Y wwuauadt gofy FT FrEwC TH smerT v weeHe T¥Er
=Aradt & STE FT STAN IRATAd A & fawed & &7 § 7 fFrar
SLA

() =g =qa«l weede & ‘IeaTe #T F=ai F g TET AT

() = % AN a7 T B g ge T & S, 9| aqeifea <= E
T I o7 o T § =7 T qcdl i T,

iii. T % TR W 9T AT (e 9 9

(F) HIUF qAl FAAAT TETAT Gl T % & § =GO, IATE H FIS[@ T
AT AT THE i,




[ATT H—ETs 4

AT T TOT9H ; STETETIOT 7

(@)

(@) == AfATEt § seatea yq@® yar f @rer aeq & oad, Jadt o
FAAT AT AGTRT AT AR A= | @rer a+q it THid 7 376 %
JIH qAT FIAT TAT IHh ITAN F a2 § faeqa Faer s qragr=at
g, TAT CAAT T T=T STATFAT o AT ITANT o o7 ITLFT &,

STFT * ATdREFT dae 39 AT F fqia anp 2ot & fow &ferse =7 7 steafaa
ST ToReT STeAT ol T

(13) =T 3T I ATHIEH il AT

(%)

(@)

()

grer gt gy fafdre &9 7 squa 7w &' aafe, sEqdE @i GEm
FOT =9 AT & T o arer Saare Bt TR f3ew, e srrar 29 % ST,
TATST T STAAT IH HH A AT FAAT L T ITAT Al FHT STTAT UH I[OTEHT T gaTAT
TRI =

G IS0 g7 A< i LT, FH TIGT 3H daeedl & a1 § Gl FIOams 6
TaeHe, qTQ ag ATHTIT: T hd aA1=H SeT % LT 92 &I, ATAT i o1 T &l

T FETT T AT 7 wee (379 i f&smow) Bffaw, 2018 & g=feg Jroor
FAAT TATEST Haeft TAaT ST F ST § F3Hy Fed Gaeft a1 7 T g1 97T Fre
FTET FA o o7 Srerar @rer qLeT 3% 71 (37 3% fasmae) ™A=t & & 10(1)
H ge & o arer AT @ LT T q196 (319 @ G@smoe) &, 2018
ATHTE HATET FETSIT AT L G @I ATIAFHTIT T TS AT

(14) sIqamed & forw seg fafaa:

(%)

(=)

ST @ =T et 7 g, 2= fAfaadt & st s areft Afvrat oo Efat
T AT qTAT HAT -

() TEEET GgUF G qeT Y AT (Hg0e, ey T saferee) A,
2011,

(i) TeToita® HgUF ; G LT S AT (AT I 7S T Grer qgaisy)
o= &1 aRfre =,
(i) TRTST : TRy AT (TRfoT) fAfAaw, 2018.
G N AqEAT-4 | BT AUt @ @rer qeer o7 a9 (ST Far &l
AT MY Thoreger) fAafH=m, 2011 & UH ov7 fRem-fAger, ST @rer qear i 99
srterf==e, 2006 % ITaEl & auid GHI-T9T 9¥ AT U 90, ST AR 2, % SAE
T 3T g fohar s

(15) =aTEATHF feoa o af2d o g I9aY

(%)

(@)

S @rer awq &1 T o s afiataa T BT =T 81, 9 S U YT aE dHed &
Fror feT s BT F =7 § I g7 SULET 21, 39 T @ syar Ay
AT TraT TA9w e A srorar ey fohel aweaey 919 & JfEraa B S,
T UH GTE & oad 9 T8 90T 6l e gl Tadl g [ Tg QT TTHdsd & T ‘5 g
(‘o & qAIead Afard fAferee urere g, ST AT T a9E ST F yarea T
AT BT), T {5 ST THS T ITNFAT &l Fls IH 7 2

QT TTTEEor AT F Iueei AT aree § 9o T UH Grer I&Td7 #7 dA56d
efaa i Tl g TTaT Irg TTda(erd HL qohdl g, ST 3 ITHNT Gl Tardf F Tt
w7 7 T4+ T gl ofiT ST 39 IR G900 FAS & ST 9 g, Far Sed 4194
TTES T Ga<T gl
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()

(=)

QT T @I FIOETET R SATAE G187 F AAE 7 970 0 F[E0 FH Jad,
AT T STET 98 e T qOHeT off T Tl g

Qe aeq AT M F TEed & e, e, Gertwat s afast wr smtea e 9,
TAT ASTHTHAT T THI-THT TX [Afga Rem-Faer & sqame datea o a1, o
AT TR €T o forw rutera srva srfars o aca A

6. Sroft Fararer St st
(1) e O

(F)  OuE-e= | e T AT YA SAE & A SAEIT I gid HAT giarl g e F T
FHT T ITATT TTAT TATS FLeA o o7 ertaa 921 gral
(@)  ATAT IIUF qeA/EHEE G TR0 G0 AqE=a (AT 3 & TArEn) & s
Tag-gag 9 fAfRg wdm, fFerfaw, afas, s ufde srrar aroor ar o g
T 3T HeeH|
() OIS dAl/FFSHT ok STANT T <
(i) OI9% T : START T TG @I AT g0 AR #a¢ & afes 7 gl @rer
TTTErERTor T &2 [Af3d 7 fham garm 219 9% T19e e = 3T T 1aT 60 S 92
g ATSEHTUHA % THLTOMTTATE START FT &L ARSI KT AdT 15% R, T90d
T TIo T & I=AAL LT T 1T AT ST O T T FT 9T AT a9
A % 30% & FH T g7 a97 et oft Rufa & vs 9w 7 sfee 7 grm o
AT FAfed T S 9% AaTTse T FTer ATE T TTq Hleadd UIerHe X Td AR
g1 AfRd AT A givl
(i)  &=ee  FHHT ATLAT 6 AT BN ITAN & <[ IAaH A2 Afdhaw waw &fza
T B ¥ G FEETHT ST HT Fq¥ G0 JATF ST % S 0% ST e
U 2T T TAGT AT TEIT| G FTETT UHT ST @1 TTIEHT o 70 ST 9%
Esepieant
()  RET wIde | AT 9T 5(1) FT ST Hl
(z)  ®eET:
(i) TeFra/F@ATt/aa 7 IRl & 0 @ Faa @rer T g0 T9d-997 9%
[EIESKERIER R EIR]
(i) TeFrar/Fg@/Amt/ea 9 & 9= 9 aTel IR & (o0 Fae AT 13.6 TAT @TeX
AT 3lI¥ A9 (TT IATE HIAF A @rer qgarsy) Af==m, 2011 F s &
AT SHTTACT Fol & °orT siqaa [t SHTet § agarsT 9274
() TR TET(W) :
(i) HTHT TTATT 5.12 FT TTITAT F2
(i) =z srfatera arer wfeeor sae a2 U 0 orsst 7 UREIY Ed-ase Y YA
FA T ATAIT < HHAT &, AATG AT T AT @T TTH
(2) AzTER e
(F) OuE-eE . Fergiewe F AN ARG ATH TgAT ST s e aq §

TETIAT FLAT & 3 T Forely ordiies gom, TR SraT faehme T SUATT TIaT TATS F: 6
T smera gt i



[ATT H—ETs 4

AT T TOT9H ; STETETIOT 9

(=)

()

()

STHT TIUF qea/EHesh © @T T g q9g-a97 97 &Afgq e 3 F AT,

ATSHTe/Te | THE ATAFT THH qah{eqd &9 § Gl e g q9g-9877 92 &ofga
T AL AT 6 T qcd AL FHH W gl THhd o

I qeai/Eoeahl & STTNT T &< ;

(i)

(i)

(=)
(®)

(=)

THes | ITANT F7 Fq¢ AT 3 § Afgd ¢ % aqaw 21 o [ amEe
IR & ATHTT AT gl TAT a8 I9H [AAfate df+H ITINT &G ¢
START &7 3 a8 ST Aferwan wa< fafga 7 B gor g9 9 | srErt
I T TAC T TATIAE ST 6 STTE IL AYATUIAT ST UH T2T 7 TAGT 9187
T 5| @oed & forw g 9iRes 1 gk fafga 7 21, ag Icames i
faferfeat & s sraar fvaw & [T qorar d@adT soarst T9T gEar
HTES] & AHTT Bl T FIRERT AT T2T Grer I & 76 J™ 97
fEmm
T qed ;. UIUE ded ok A FT AT RU ST 9T 9 SMEEUHST F
RLTOTA START &7 TqT ARSIT & qAq9 15% FRIT, q20d o 9% JA &
ISAAL T AT AT 60 ST T2 T Jod HT AT AT a7 AT 6 30% &
FH T R aaT Rt off fRafa § v S 7 stfesk 7 grm ve wees Bfga T
B O¥ SAITSe @I HIAE o471 3iq Hledd UeHead A& gRT [AfRd
AT AT g
fRefiat wIvde : AT 0T 5(1) FT TITAT H
AT -
(i) e/ g/ Aett/aa T ICTaT & (0 @ e grer TTTee<or g7 994-
aa7 uT fafgd agarsT 1

(i)  TeFrT/Fega/mel/aa 1 | 5 7 arer Icamat & o0 @ g 9ot 13.6
TAT QT qLAT ¥ AIEF (G I¢ATE JH S @rer qgarsy) A,
2011 = ufferes ‘& &t StuAdt qeft & fow sqaa Gfga et +
qEATST qaTd|

AT ATAT(T) © ATHTT FTTATY 5,12 FT FTTATAT il

9 e fAwTs 39T % forw |re:

()

IELRECER

(i) Tg HIEE A TG4, T, HeHg, S TFd AT, THadT T o o
Frett qfgarelt, g5 sARAl, HioEdTh T, diT J&gq, fEe=al & o
ATETT TAT AT TATEST ZLT3A 6 forw fFerweh g A o= & o+t
@ TehSta T @Ter 9aTd 9 AN 2T

(i)  SIHIET THeah! aTd 7T Fle (ST SR AT START F QT & daer
H gfddad T 39+ AT daATE ey Fmhe @y GeEr 7
TATTHIE 4T g

(i) TURUTAIT | 98 AW G qTHA gl g0, E FEad TuE ad
T T3 rerET aRafad T 3T 73T 21 3% S 19 I9ANT F o gr
TAT ATHTT TTET | I 2q & ST g ertad gr qor s
Teer o fafore Trr Formstt aTer Faer AAfera ST g7 SUANT T
FMET 7 7T AT 2N TEH 9 @ aeq | AT Tgi g, S fEew
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(=)

(®)

)

(=)

rfercaT yoee % T @mer % saed W AR #i SRrg |F & for
arertaad gl

IAHT TS qd/Hae® . Fwdigege, e, fFeray, aF, b e,
FETU/ATAETT FEHT %A, GTX MBI 9T Aigd L9 JAT =T Heeeh, AT
FEEIAF ATHIAT AT SH6 Acd, TelTgH, Taiaresd, Naidifes, a9m ar=r
STferEe T At sqgf=a § aag-awy w fAfgg o sretie st
EEREREIRCEIERS]

I qeai/Eoeehl & STTNT T &< ;

(i)

(i)

T Ted : ITANT T T QT 0T g fAfgd &% & 8 T g1l STFT0T &7
wav fafga 7 frar gom g9 o el of Rafy & srsdiuweme g0 ffgg o
AT T AR T 11 TAT, @Ter T 72ET AT gy are hide §
fafga wax & sfes waw i Q@iEta @rer st F 7 97 JAT=E ST
TEIT Feh ol ITed T ST Tl g

Teew . AT ALAT & AT BTl ITAN & SHF IAdH ST ATehaq wq¥
fafed 7 g 9= @ FERT STTNT FT T GA1=F S2T 6 AT T ATATTIAT
T UF ST FT Tor@l q1e7 TEIT AT IH T ATTIHIT Rl T A0 98 T8
T

et wede

(i)
(i)

AT ATEAT 5(1) FT SATITAT H|

THE AMAd, S q6 UER.UH.ILY Hl IT-A00 T Tiaatad T 21, are
FIET AT TerT F A7e9H F {g § qa9 & o7 sertaq wede § @ srgr
o= ITART 2 @ aeq #1 AT w5 g9 g, g SHET START Sy
T o foro 98T R srom)

GEDIER

0]

(i)

feleraT/ @ /ATet/aa BT % ITITET o (oT @ Hae @rer TITeeor g0 999-
a7 2 A agasT gard|

e/ ATett/aa wiAe & 9 ®HE aTel ITATal & o0 @ g Aot 13.5
TAT QT AT AT AEF (T IATE T ¥ @rer ggare7) fafaaw, 2011 +

gfferes ‘& &t Stoadt Freeft  forw srqaa fBfga @amei § agasg 9ard|

AT ATATI(T) © 5(12)(F)(ii)(F) FT BIEHT ATHTT ATEATA FT ATATAT HL| THH
Afaad @Y AR AuaF: ITANT & @1 % Tohe & oad 97 Aeferied g=ar s

L
(i)

e o TFE AN 97

ED "I e fAwaE ITANT F forT | es a7 39 a1 .. & o
T 957 (AT ST9aT Treed i 9 FOw f9ar I F 998
farere, ST ot feurfa 2, &1 Seor #ed go))

g,  AFda 9T Ig TeeHe T T o ser v v & fow ' &+
AT e SreraT THTOT g AT STorar Troor J9raw il 97g &
ERIEICIEEREIE DRk




[T 11]—=TE 4 T =T TSI STHTETI0 11
(i) % % g¥E AT fuger 9T 9%
. Tg TecHe T IR &1 Had THadl Algarsl, ITAAT Fd ATl 37T T

O aTelt ATATSAt oT2aT 5 a9 | FIE T=at, el T g3 A=t g
T o s, sw Rufa = sewr o9 s s vt s
AT steraT T F9reT T il qelng &1 2

ICATE o ITANT & =T TAT IHH I I[UTLHT ST ALA0N % FFaeT,
S a8 STl 994 21, F a1 | Tl

39 TIUF qq@ F a1 H TeHe O I SIueT & a9l 9 w 3dr
TAT 2T, e &< oo T g1, F@T &3 T g1 SrEr se ey |eted w7
T 3T g7 quT UH AT, e, SEiadt Saar e e
sirf=res;

Tg Tl o IUTE =AY qa9 4T Faol Hi@H 999 & (o0 981 ;
(Feoqoft: A=A SIE 9Teat FT a2 & 70 TaET Fedqe T Tg TTCENHT0T
AT AT 1 ' 977 97 Aile® a7 # [T 51"

STgf ST g, ACHIATIET AT AFHTATLET AT SFA-TT AT &
A H AT

(B) U AHA T g2 T Fls FUAT © A AT & (0T Th.UH.ELY & &G0 & 78 T
T F FATIT U FH3cATE Al (] HATE & AT AR, gl AN &l

3.1  URUH.INF & AT

3.1.1 9 Yae & [0 Th.UH.31.T
UH.TH.ET.T 6 S T T 3 TTATSAl & ATAaT, A Taee & o sruferg v uH. 9.7 Feferiea

T SATATAT L
ERRELREE

(i) T2 ATS 39 @I T 9¢ AN 24T &, S 'TAE @rers &9 § o7 7w S sremam S o
SaaTa o feen F AET TA R o s W wEeE F e 9¥ 3R e aeEt
I et stor = form Ter foro s

(ii) TZ SoAT-ATa T I @RIl & €9 § 99T 09 Tohota@ AgRl 9¥ AN Agi 2rafl

g. AT q9eT
(i) 3 T

(F) 9 F guE F G AERT Al g T TH.UA.ELT — FFaq 800 fFF (3,350
s1); 1,200 e (5,020 Tos]) & SIaTarh| @ @Ter | HiRd STemT-31enT s
AT T & Yo % GT BT T ST ok A U-TAgTe AT Uh-STATE Sl
e, ST =9 arq 97 AT F0f & afa G sqeifaa st srerar 9o e a9
g =T =T, A ofF Rafa En

(@) FF GUF F UF AT ATIF AGR HT S T TH.UH. . — gAaH 200 &
(835 fs); wfa sma™ 400 % (1,670 fe)) & STaTeeh| U IcIT8 G & Hed
AT T ST T9T o0 ST 9% et |faa 3ot 1,200 T (5,020 foep) & srfara 7

2

(i) ST : @7 T4 & oI qFm g I IHE ITAed Ho11 o 25 T o1 & 37747 i< 50
o o & AT T ITh Ve oier 7 foer; o A At T 7 G &7 125
T\ & wfere 7 gn e AeterfEr sporar # g -
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. e W F & § AT -9+ 1a1-enera sfi=r ufe =6 1.0 2,
g, TEHA-Ta I ar-2rerd ST Ue 6T 1.0 ¥ FF g 9 IAaH &q¥ wl Teid
FT = T it qfT F forw s s,
T IIEF-T= A= SHIAT URHE ThT 0.8 =T AT8 a1 e 1 ST
AT YL G | ITANT o oI wir B2 § START 36T S, i
q. TIEE FY T FETH F forw e wrEr wtemT, Sd weae Sua v gy
AHAT BIAT 8, Tl BISHT A UA-HIH F AT THAT 7 2T ST
(iii)  =ET ST AL : T A I FolT & 30 I orF & srfers qon Fermarses & =9
H AT URE ¥ S0 & 3 I o | =71
(iv) T sfiT @ : afd fad % ¥ s e & sW e o 9o Th.Ua.S0g § a6
gurE H a6 afvsl #1 A8 UF ARSI g a9 aRei ¥ e
STANT T AT TINT Hde GTT TR0 I AT AT A16T ST 3T TATTHET
 ToRIT SIT | T
(V) ST ¥9IT : T IAT&T | SgTeh LT 9FTed /AT § 2l
T. HEAST © FAd GTF GLAT A 9% (T Ica8 7S oY @rar dgarsy) &fFaw, 2011 %
gfeforse ‘&' v it 13.5 T9T SToadt qrfor § fFfgd ST are agasT Tar)

T, AGTORT FAYATU : 5(12) 3f¥ 6(3)(F) F ATaaFa 9 Jaa+ & forw syerfa &Ferw srgr ooas
START % forT weie @rer & o q¥ Awforfera g=er ar -

T qE] % A [aegd e " Ag=oygase & o et s
3.1.2 faenfeal & g s

&. -8 : 7g A9F I Gl 9¥ AN giaT g Soree faenf=ai % e 48 & ¥ F grear & ® = A
ot foFaT STAT B Y ST Fa Ao Hfhersd srat ymiita sg S st o gorew
FT qATE T FHAT BIAT § qTAT TZ @I AT A AEF (FTH IcCATE ATHF A GT qga1sA)
=t & g F: |rer Avft 14.1.4 F J@q fEfgd ga Scaai/dast e iwai (T
THfeq fohT ST aTer) 9% @] T85! g

. AT AT 5(1) 3fT 6(3)(TF) F i Rrenfzai v g F d9w w Aetotea
T BT -

(i) % % ¥ AR 9T
(F) @ TG % AT F fooga A "Fae et & o weede;
(@ TF F T AN 9T "Fae Sihed e YA g AST srerEr qraer
e AT TR qATE F ITAT F for srqertaa” feoaoft,;

@@  A-fAfdse &

FSDU

FOR -
SPORTSPERSONS

(i) T % T¥E ororaT foeer 9T 9%

(F) Tz feouoft & ‘SoaTe T SUART TadT AigATSH, ITFAT FeeA ATAT ¥ g foarer
FTeAT AigerTalt sterat fAgen, 5 a9 & S a=41 3T g5 AwaAT g 7 a1 1w
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(@)  Ioare Tt faferee oy wE, WA @er TIEERT (AT ST @) HATAd, A
TIEN) FIT AqHIGT AT & ATER @ Aatare  foro et e gq =
IH AT T G T 9 feoqofy;

(M  FEd Hg " HAT & o0 T,

() I8 TeeHe TF Tg T T T AHAT BT Aol g AT TH ITUF GRTH *F dq1F AT
R

() I TecHe ‘I8 9Ter SULEd AT ST SToraT SATATH & |7 o7 AR

a1, T T AFITHAT ST FAL AT Tl 2 @ Fgenfeat & forw faere =9 7 qam f 12 @rey aqg
foe@ wTes za@ Mg sfveor  (a1eT) g7 aiafaa =Sifua gered 98l STer S @

FIATE TATAF (A9 ATEH 797 G ATHFHLOT FIT L Y TR 6l ST AT ¥ g a5
1 SFFLT & AR B9 ATAT TTsrerd Tarf r = 36|’

(4) 9w FRrfheET &= & o e

.

ELRECER

(i) g AT fAore e =T srerar TRt srerar e arer satRdl & g
e & [orT fE9w &9 & rertad @rer 921 9% a6 21T &l

(i) e & o s @ aEget 1 SEw @aT HiHEr e &
T @Ter a=q AT ar T A 3P F 999t @ 3 |l 8, S Soarew
& el o SIa Y fhU ST 9% 3 39 sARdl & o7 99T o srehe
T FT HTH FAT (Seh 0 T Srertaq g 2@ ag oo f e | g
QT g1 gFar g, o gear T O, BEr seEr AT o
farfrse % forw 21, oiq ST IO F TRl |G % T § ITART g STLFT
2IAT gl TaI8 THUHUALT &l Aefofaa 9 Ao § aier ST aar
&

(F)  TUE qAl F TS EEl ATAT TH A I T AU AR,
ST Scames & At F Sqga 3T B S 97 a8 39
ZTRAT o o7 qTor 3 Stehel ET T FTH F¥ 9haT g s form
EEE KRR RIS

(@) T T, e, ST gor F form arws-aer F osrame e
faforse =7 & sifipa 958 arem Troor it 3 7 9t s,
SEET I F MRl F dgE TR T S 9w g 3"
STRAT o ToT TT90T o 3Tehel BT T W Y ThdT g, oA+ (o0
g ATTAT ZraT g 3T

() q qE arer wqar BT T, A sterer Ml gar
39T % forT OTwe: Jc o e 9¥ Sfiehd qroor it g8 & oot
G, ST qT9T o 3Tehel | 6 & § ITANT g STLFT gl arall

frogfi.- st—=w (i) F 72 (F) o (@) ¥ AR g # s saitw i
GIIF o SATTAF TAEATI TFAT o o &9 § AT ST qhaT 2|

IIAT TIUF qea/FHed . FErgRge, Ted, Fefiq, aFs, sHEr uEe,
FETU/SATHATT TEHT T, AGIH 1207 Aigd LT TAT ST Heeah, TAT AEA(AF
ATt 3fi¥ S9% Ted, Ursew, Waiaesw, Nargiies, T97 °rer Iiesror grer
fafv= st & gag-swg w GfRa o= swfhE awed (s e
IEEIEDS]
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(=)

(®)

(=)

TT. TR qedl/FeEeh] o START FT =7

(i) 9T T : ITANT FT TqLT @I TTEHT FIT [Afed &€ & ATEF T gM STIRT
FT Fa¢ fafgd 7 o gar g ox fardt oft fufa § smeeiuweme g fafga o
AU T qferd T gr qATS, Grer IIEaor Srar AU gRT T A
(fefora, Foger, e 1 Seee) ¥ AR @ § afas @ it @A arer
STTEERTOT | I TITCq AT ST TEIT Fleh gl ITod hl ST Tl g

(ii) Taees . HHT AL F ATE Bl ITINT F <% FAdH T ATIFanw &
AR 7 2 T @rer FRERT ITART FT T AATAF ST F AT T2 FATAT0IAT
AT TH ST FT TGN q1ET TRT TAT IH G ATIAFIOT &l FH A9 T T8

FIITI

el wrede

(i) AT STUEAT 5(1) FT TATAT Y| TAT, BITHE, TAT TERAT/FAATAT/AR,
TEAY, ST, SqUA ST K | A ATAT Gt =7 S0 % Siaeid SIqAd qel gl

(i) THE ATTTAFT @I FIATLT AT ATrHT 6 ATEAH | Hg & Ta7 & Q@ sertaq

wreHe | faer e sarse & forg @rer a&q T J8ar 991 96T 8, T9q S
ITANT AL A o o7 71 3T ST

AT : e T LT AT A (TT IcAE HIAF A2 Grer dgared) fafaas, 2011
& gfefarss " i Aoft 13.3 F9T 13.4 & SuAdt qreoft % forg srqaa AR S

EERIEERERT

SraferT FETI(): 5(12)(F)(i)(F) F RrarT 5(12) % sfafr far Rl s
forT @rer & g Tene & ae a2 fAeferiad gEe siftha g

(i) e o FEE AN 97

.

.

"I % TEE W 9T @9 9Y 92 S /i A H Tg T Aqrad’ -
"FAA TS FATg & START o o7T yeraa”,;

L = G Y94 & (0" ¥eHe (Greil Tig & 39 T, [3F7T a7
[ATFT Z9T FT 717 farar o fora# g g srerfaa 51)) 98 Jiaaed
S I AT IULAT AT e, S Fihctt qur agmrT @4t a1
T T TT T T o STTHIGH & AT g,

G o TIUT f 318 & HY07 MER 6 ®9 H ITAN & (o0 qrertaa g 9
OOl FTUrEe e,

(i) O % TE(E AT (IS AN 9%

.

AT ITAFAT TG FT G % STANT % a1 § Af=rcq Hael weadic
AT I I[OTLHT TAAT AT T FF0T S FI0T ag ITANT 9T &,

39 qIUF qedi A1 Favor ad gu Feche fSeg o sraereli & dag § w9
TeTTTera ¥ T3 AT g1 FAT UF AR, e, Sgia<s sTrar s
T T e,

STgl ITTFT Bl, ATHATATAET ATAT AFHATATET, A IS ATS AT

AFA-ETT QAT o AT H AT,

SYLFT T F T F3A, A, gF G & 918 318 6 AT 6
ITANT T AT & 9 ¥ f[zer;
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&3 U FqTaHT o ‘IR Tt TR  forw /g1 &'

(F) FUT AT T g AT TS STTAT: Fl T FETT A9 =frcr s+  @rer F dag
H et I F TIOT {7 TATEST FT JTET Agl R SR, s @rer wTarart e
Frfehea Y= % T @mer &7 &9 Sar g1y U & &S qgt <l

41 X FH FLA F (070 TR0, 0.9
&, e
(i) TE ATAF AT FH FIA F G 0 G907 S8 o & o swerfaa sifq == =it
AR | START & [oIT BIHAT @il 9% @ gral gl ¥ @rer &ew =fwar
AT o T /I ATT & 3i¥ ST STTRT HEAH ST AATAF HiC AR
FTT SiFe] AT § F3AT1 AT U
(ii) T I @I % €9 § 97 TF TohoTaa AE 9¥ AR] q51 graTl
g, AfFar Tued AR F aqa AN g 1Y,
(i) o : ST % '] H 450-800 ok &7 afFF So1T TaT Hofl o UHATT & 6 €9
4;
(i) ST @ 50 ITH & A, FAqA [ FoA1 0l Aqtad 4% gars § Jed-
TAIAT-oNA ST Ul #7 TR 1.0 w31 e Y ot s % o Feae
TH YA {70 9T AT | A9 ard SIHIAT UHHE ST ST 90 8| e Ud-
B F FHET TRt F T BT s, fErr zaew & Sua-fEteeEre #
ST 3T ST 6T B
(iii) FETE; FAITET <HF G # 3 AT ATSA S THE; ¥ 0.5 AT a-ATAAH
THE, NEH a-ATEAd S THE S ATeddias THe &7 91 5 3T 15 %
T T2
(iv) Fraigrege: AT aFE G | ITAsd o1l & 50 TTH | A,
(v) SRTIRE YoIT : ITITE § SUFT ST e <9I Bl
T. O Jea/FHaehi o STANT T Tq<

(i) 9T9F T : ITINT FT FqC G AAHLT T Afgd =q2 & Afers T grl STanT
w1 T fafga 7 T gor g9 9 Tt ot Rafa ¥ ag smediumem g AlRa
UF ST F IAF T ZT TATH, GTer T STqET ST T T BILHE
(feferam, egar, T & gese) # fBfga o ¥ sifes w7 & @A g
TTEERE0T | I TITCq TS ST TEIT Fleh gl ITod il ST Tl g

(i) Hered : HHAT AT F AR 2N START & <(4F FAqH AT ATTFhad &
Afgd 7 M 9T G FREET ITTRT FT TqC TG TATE ST F M I8
AT ST UH 2T 7 TG T AT T@IT TAT IH @I TTIAHLIT T GIRT S 9T
TEIT FT

4.2 T qerfaE yaee F o srerEa | e

(F)  EUF-g ;78 AT A9 ARTEE A & oI S wET | 9% dR] gt gl

(@) ATATU : G FIGTRT [FT AGTHE TFS o o serfaa |ren & fore d-fAfese g
ST @Ter Teesd AT F AT SHIE R

(5)  Sfraiarfes siw Tatartes grer (f-5)
F) -
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(i) - GTer © T SR AT F ATSHIFANRT Hl HIgele Hh TaTesd ATH TgaT
TSN G o TS =7 FTTF 2|

(®)

)

(®)

(i)  SrErEeE g T TR SeT GEASaroEt aT °@rer 21d g, fiee, g3t Jraw
H G 9% T A9 g gl F9d o TEiFiied e 7 970 S\ 97 A T4eh
uffre Iy SFATRET, FAT Lactococcus spp., S 98 Streptococcus spp.,
Lactobacillus spp. % &I § STAT STaT AT, TAT Fhivaq T8t 3w dataa 3aams
FAT F o0 T U T gERSarve il g TIEd Tt "9 a
T T8l /AT STUm)

AT T qea/FHeh

(i) Sraiarfesd @rer : |rer TeHT g7 J9g-989 92 GAfga faiaries goaee)

(i)  SrEiAIes Qe : Qe T g 97T-907 92 fGafgd TEiaiies g9esl 266
Srfafed =a8 == A==l % siava I qad Naidaies T gr aad &l

T qca /e o STINT AT &<

(i) frataries arer : ageht & forw 40 1/ & safereh|

(i)  arafed @ o G § 9 9 F aqeifaa qae s § Jta TEiEies
TEASETUE it ~qAaH SHaqed §eaT 2108 CFU gRft +7 Sfraqew gwear it
AATT & ST FRAT B, FTAT [ 3T TATET ATV K g A i e zEE forg
T YT T qATLHIEH (T ST

fRefterdY widde @ 5(1) FT AU F| JAT wHE, FAq fefwmaFgamtaaids,

e G TIAHTOT 6 QATTHIGT | ol SAqHA Bl

TEATST © Fad QT GLAT ST AIF (T IcaTE 19 oY g1 qgarsy) &f==a, 2011

& qfree ‘F &t AT 13.6 3T SHuadT qoft & fow sqaa Efga @iamei § gy

AR

FAT AUATI(T) : 5(12) *F ATARFT TWE(AIEF @I 6 TAF Tohe & oad I<
fAefertera gam sifea 2n:
() T F FEE AR O
F. TTEIICHT % HHeHl G H Ifodarad g I Afshe § a7 i ToI1i,
e SIf¥eT sroraT Foa SUgr TedT aigd) UH gl § saasy '
H AT IS ATHT HT START SATAT 2

T. TR oher o WSOl I 6 3 | SHaderd Sarvpel i TedT, ST
I TA % TG g1 o I¥ TATTATAT T <147 63T 797 2,5

. AAITET TTrET ATE, e qEtad @ I ¥ gag Taigrehl hit
TATAT STraderd g [l

. ST aTqHTT Fit I sraedmy, i 41w 7 Gl & o918 9% TI0
F' AT THT HHT;
FAL T ATHA ST FIS FUEAT : TEIANEHT il 75 hed AT AT STHIGT AT = TohedT
SAHETT IO TAT STAXTATART (AT GRT WA 6 G § T 60 70 Antaeft
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FOOD SAFETY AND STANDARDS AUTHORITY OF INDIA
NOTIFICATION
New Delhi, the 24th June, 2022

F. No. Std/SP-05/T(Nutraceutical-2022).—The following draft of certain regulations which the
Food Safety and Standards Authority of India proposes to make in supersession of the Food Safety and
Standards (Health Supplements, Nutraceuticals, Food for Special Dietary Use, Food for Special Medical
Purpose, Functional Food and Novel Food) Regulations, 2016, with previous approval of Food Authority,
in exercise of the powers conferred by clause (v) of sub section (2) of section 92 read with sub section (1)
of section 22 of Food Safety and Standards Act, 2006 (34 of 2006) 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 the
period of sixty days from the date on which copies of the Gazette containing this notification are made
available to the public.

Obijections or suggestions, if any, may be addressed to the Chief Executive Officer, Food Safety
and Standards Authority of India, FDA Bhawan, Kotla Road, New Delhi- 110002 or sent on email at
regulation@fssai.gov.in

Obijections or suggestions, which may be received from any person with respect to the said draft
regulations before the expiry of period so specified, shall be considered by the Food Safety and Standards
Authority of India.

Draft Regulations

1. These regulations may be called the Food Safety and Standards (Health Supplements, Nutraceuticals,
Food for Special Dietary Use, Food for Special Medical Purpose, and Prebiotic and Probiotic Food)
Regulations, 2022.

2. Scope and categories covered

(1) Articles of food falling under these regulations are specially processed or formulated for specific
nutritional or dietary purpose and shall be clearly distinguishable from foods intended for normal
consumption by their special composition. These foods are intended for population above the age of 2
years' and shall fulfill the characteristics as laid down in these Regulations. They are intended to be
consumed orally in defined quantities and duration and shall not include products intended for parenteral
use.

(2) Categories covered under these regulations include the following:
(a) Health Supplements (HS)
(b) Nutraceuticals (Nutra)
(c) Food for Special Dietary Use (FSDU)
(d) Food for Special Medical Purpose(FSMP)
(e) Prebiotic food and Probiotic food (Pre-Pro)

(3) Food or ingredients referred to in Food Safety and Standards (Food Products Standards and Food
Additives) Regulations, 2011, and for which standards are provided, and the plants and botanicals specified
in these regulations offered in normal or naturally occurring forms shall not constitute a health supplement
or nutraceutical, or food for special dietary use or food for special medical purpose.

(4) The products falling under these regulations shall not include a drug as defined in clauses (a), (b) and
(h) of section 3 of the Drugs and Cosmetics Act, 1940 (23 of 1940) and rules made thereunder.

(5) The products falling under these regulations shall not contain hormones or steroids or a narcotic drug or
a psychotropic substance as defined in the Schedule of the Narcotic Drugs and Psychotropic Substances
Act, 1985 (61 of 1985) and rules made thereunder and substances listed in Schedules E and E-1 of the
Drugs and Cosmetics Rules,1945.



18 THE GAZETTE OF INDIA : EXTRAORDINARY [PART I11—-SEC.4]

(6) The Products claiming cure, prevention or mitigation of any specific disease, disorder or condition shall
also not fall under these regulations, unless specifically permitted by Food Authority under FSS
regulations.

(7) Mere food forms such as vegetables, for example, bhindi, karela and other vegetables; cereals, for
example, ragi, jowar, millets and other cereals; legumes, for example, rajmah and other legumes; spices,
for example, pepper, jeera, turmeric and other spices; fruits, for example, amla, jamun, grapes and other
fruits; and other plants or botanicals, minimally processed (cleaned, de-weeded, sorted, dried or powdered),
in either as juice or cooked form, shall not constitute ‘health supplement’ or ‘nutraceutical’ or ‘food for
special dietary use’ or ‘food for special medical purpose’.

Note 1: Foods intended for infants up to the age of 2 years shall comply with FSS (Food for Infant
Nutrition) Regulations, 2020.

3. Definitions. - In these regulations, unless the context otherwise requires
(1) Act means the Food Safety and Standards Act, 2006 (34 of 2006);

(2) Food Authority means the Food Safety and Standards Authority of India established under section 4 of
the Act;

(3) Food for special dietary use is a category of foods, which are specially processed or formulated to
satisfy particular dietary requirements which exist because of a particular physical or physiological
condition and/or specific diseases and disorders and which are presented as such. The composition of these
foodstuffs must differ significantly from the composition of ordinary foods of comparable nature, if such
ordinary foods exist. FSDU which are intended to be used as an adjunct for the management of
diseases/disorders only under medical prescription and supervision shall normally be categorized under
FSMP.

(4) Food for special medical purpose is a category of foods for special medical uses, which are specially
processed or formulated and presented for the dietary management of patients and may be used only under
medical supervision. They are intended for the exclusive or partial feeding of patients with limited or
impaired capacity to take, digest, absorb or metabolize ordinary foodstuffs or certain nutrients contained
therein, or who have other special medically-determined nutrient requirements, whose dietary management
cannot be achieved only by modification of the normal diet, by other foods for special dietary uses, or by a
combination of the two.

(5) Health supplement is a category of foods, which consists of a concentrated source of nutrients (like
proteins, minerals, vitamins, amino acids) and/or other ingredients with nutritional or physiological effects,
singly or in combination, whose purpose is to supplement the normal diet.

(6) Ingredient means plant or botanicals and their extracts, probiotics, prebiotics, and molecules/isolates as
listed by Food Authority in its Schedule I, Il and IV.

(7) Nutraceutical is a category of foods which consists of extracts, isolates and purified chemical
compounds having a physiological benefit and help to maintain health.

(8) Nutrient means vitamins, minerals, amino acids and other nutrients as specified by Food Authority
from time to time.

(9) Premix means a combination of two or more ingredients specified in the Schedules in a specific
proportion with or without additives, packed and meant for use in formulating a product falling under any
category of these regulations.

(10) Prebiotic food means food that contains added ingredients which are non-viable food components that
confer health benefits to the consumer by modulation of gut microbiota.

(11) Probiotic food means food with live micro-organisms beneficial to human health, which when
ingested in adequate numbers as a single strain or as a combination of cultures, confer one or more
specified or demonstrated health benefits in human beings.

(12) Schedule means the Schedules to be specified by the Food Authority through executive orders under
these regulations.
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(13) Sportsperson means an individual who regularly participates in various types of sports activities as
approved by Sports Authority of India (Ministry of Youth Affairs & Sports).

4. Applicability. - No person shall manufacture, pack, sell, offer for sale, market or otherwise distribute or
import any food products referred to in these regulations unless they comply with the requirements laid
down in these regulations.

5. General requirements for all categories. — Categories covered under these regulations shall comply
with the following general requirements, unless otherwise provided in subsequent sections.

(1) Delivery format: (a) The products covered under these regulations may be in the form of powders,
granules, tablets, capsules, liquids, semi solids, drops, pills, gummies, jelly, chewable and mouth dissolving
strips, bars, biscuits, candies that are intended to be consumed orally in defined quantities and duration
unless otherwise restricted for specific categories under these regulations. In addition, Food Authority may
also specify any other formats from time to time.

(b) In case the delivery format is in conventional form (like bar, biscuit, candy, etc.), information on the
label shall not represent the product as conventional and clear differentiation in this regard is to be made on
the label.

(c) Ingredients not adhering to conventional delivery formats (or as described in Section 22 of FSS Act,
2006) including Nano derived ingredients and modified drug delivery format shall need prior approval
under FSS (approval of non-specified food and food ingredients) Regulations, 2017.

(2) Ingredients: (a) The products shall contain approved ingredients as applicable to different categories of
foods to be specified separately by the Food Authority in the form of Schedules as listed below:

(i) Schedule I: Nutrients (vitamins, minerals, amino acids and other nutrients)
(i) Schedule 11: Plant or botanicals*

(iii) Schedule I11: Molecules/isolates/extracts other than Schedule Il

(iv) Schedule 1V: Prebiotics and Probiotics and

*(Ingredients of plant or botanical origin specified in Schedule 1l may be used either in the given form, or
their extract. In case of extract, the same shall be subject to the extractive ratios in relation to the daily
usage value and shall be obtained only from the part of the plant listed in the schedule).

(b) In addition, categories covered under these regulations may also contain such additional ingredients,
other than additives, which are either standardized or permitted for use in preparation of the other
standardized foods as specified in the FSS (Food Products Standards and Food Additives) Regulations,
2011 [FSS(FPS&FA)].

(c) Products covered under these regulations may also contain cereal grains, legumes, fruits and vegetables
mentioned in the latest edition of the Indian Food Composition Tables (IFCT) published by ICMR-National
Institute of Nutrition (ICMR-NIN) and spices included in the list published by the Spices Board of India
either as such or as processed ingredients including extracts.

(d) Non-specified foods including novel foods and non-specified ingredients, even if intended for use as
any of the above categories, are not covered under these regulations. Such ingredient/product shall need
approval in accordance with Food Safety and Standards (Approval for Non-Specific Food and Food
Ingredients) Regulation, 2017.

(3) Provision for inclusion of ingredients with incident free history of safe use (HoSU): (a) Ingredients
including plant or botanicals or their extracts which are not provided in these regulations but have
documented incident free history of safe use (at least thirty years in the country of origin or fifteen years in
India) may be allowed, with prior approval by the Food Authority through representation by submitting
relevant evidence.

(b) For inclusion of any other new ingredient which does not fall under scope of above provision, the Food
Business Operator (FBO) shall apply to the Food Authority as per FSS (approval of non-specified food and
food ingredients) Regulations, 2017 [FSS (NSF&FI)]. In such cases, Food Authority may, after proper
scientific evaluation, include and notify the nutrients or other ingredients approved under NSF regulations
from time to time.
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(4) Additives, processing aids and flavours: (a) Additives and processing aids as specified in Appendix A
and C of FSS (FPS & FA) regulations for categories under these regulations are permitted for use, unless
specifically restricted.

(b) The list of additives/excipients intended specifically for tablet/capsule/syrup/pills format shall be
specified separately by the Food Authority from time to time.

(c) Flavours: FBO may use the natural, nature identical or artificial flavours in accordance with regulation
3.3.1 of FSS (FPS&FA).

(d) Use of any additive and processing aid that are not specified under these regulations shall be allowed
only with the prior approval of the Food Authority or under FSS (approval of Non-Specified Food and
Food Ingredient) regulations,2017.

(e) Esters and salts of any vitamins in particular Vitamin C & Vitamin E mentioned under Additives
schedules with the usage level as GMP are permitted in product formulations subject to maximum level
specified for usage by Food Authority. In case, levels are not specified by Food Authority the total level
shall not exceed RDA specified by ICMR.

(5) Purity criteria for the ingredients: (a) The purity criteria for the ingredients used in the categories of
articles of food covered under these regulations shall be specified separately by the Food Authority from
time to time.

(b) In case such standards are not specified, the purity criteria generally accepted by pharmacopoeias
(namely, Indian Pharmacopoeia, Ayurvedic Pharmacopoeia of India, United States Pharmacopoeia &
British Pharmacopoeia), relevant BIS Specifications, Quality Standards of Indian Medicinal Plants as
published by ICMR, Joint FAO/WHO Expert Committee on Food Additives or Codex Alimentarius may be
adopted by FBO.

(c) The FBO shall provide information on the purity criteria adopted for ingredients at the time of licensing
and any subsequent changes.

(6) Provision on single purified chemical entity: Any single purified chemical entity listed in these
regulations, except extracts of plant or botanicals and vitamins and minerals, amino acids and nucleotides,
are not permitted to be sold as HS, Nutra, FSDU, FSMP or Pre-Pro, without prior approval of the Food
Authority.

(7) Ingredient combination rationale: Any combination of ingredients in a formulation shall be based on
available scientific and technical evidence; and such evidences shall be made available to the Food
Authority as and when called for.

(8) Quality requirements for tablet, capsule format: (a) The quality requirements for tablet, capsule format
shall be specified separately by the Food Authority from time to time.

(b) In case such standards are not specified, the same shall comply with general monograph and quality
requirements specified for them in Indian Pharmacopoeia, if applicable.

9 Process to obtain plant or botanical extracts: (a) Food grade solvent, either singly or in combination
shall only be used for extraction of plant or botanicals.

(b) Ingredient prepared by extraction and fractionation using any other solvent shall require prior approval
by the Food Authority under NSF & FI regulations.

(10) Products for 2 to 5 years of age: The products covered under these regulations intended for children of
2 to 5 years of age, shall only be given under medical advice by a recognized medical doctor or dietician or
nutritionist.

(11) Overages & Tolerance limit: (a) Addition of appropriate overages to ensure adequate availability of
vitamins and minerals in the products shall be permitted based on scientific rationale; and, such overages
shall be specified by the Food Authority from time to time.

(b) The tolerance limit for variation in case of articles of food covered in these regulations during analysis
of samples of finished products, shall be in accordance with FSS (L&D) regulations, 2020.
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(12)  Labelling: (a) In addition to the general labelling requirements specified under FSS (Labelling and
Display) Regulations, 2020 [FSS (L&D)], categories specified under these regulations shall carry the
following information on the label:

(i) Front of the Pack

(A) The words “HEALTH SUPPLEMENT/ NUTRACEUTICAL/ FOOD FOR SPECIAL
DIETARY USE/ FOOD FOR SPECIAL MEDICAL PURPOSE/ PREBIOTIC FOOD
/PROBIOTIC FOOD?” as applicable to the concerned category, in capital and bold letters in the
immediate proximity of the name or brand name of the product;

(B) A prominent statement indicating the target consumer group and/or age group if the product has
been formulated for a specific age group;

(it) Front or Back of the Pack

(A) The statement “NOT FOR MEDICINAL USE” in capital and bold letters prominently written
on label, unless exempted for specific categories under these regulations;

(B) ‘Recommended usage level’;

(C) ‘Duration of usage, where applicable’;

(D) “‘Not to exceed the recommended daily usage’ prominently written;

(E) An advisory warning in cases where a danger may exist with excess consumption;

(F) Warning on any other precautions to be taken while consuming, known side effects if any,
contraindications and published product or drug interactions, as applicable;

(G) statement or warning stating, ‘product is not to be used as a substitute for a varied diet’ except
for FSDU and FSMP category;

(H) A warning statement ‘product is required to be stored out of reach of children’;

(I) The quantity of nutrients, expressed in terms of percentage of the relevant recommended daily
allowances, unless exempted by any other regulations in force;

(iii) Front or Back of the Pack or Accompanied Leaflet

(A) A declaration on the amount of the nutrients or substances with a nutritional or physiological
effect present in the product;

(B) The label, accompanying leaflet or other labelling and advertisement of each type of article of
food, referred to in these regulations shall provide sufficient information on the nature and purpose
of the article of food and detailed instructions and precautions for its use, and the format of
information given shall be appropriate for the intended use of the consumer;

(b) In addition to the above, the labels shall also comply with any other requirements mentioned
specifically against the applicable category under these regulations.

(13) Claims  and its approval process: (a) The products falling under these regulations by means of
labelling, presentation and advertisement shall not claim to treat, cure, mitigate or prevent any specific
disease, disorder or condition or refer to such properties, unless specifically permitted by Food Authority

(b) The statement by FBO relating to structure, function or general well-being of the body may be allowed
by the Food Authority if the statement is supported by the generally accepted scientific data.

(c) FBO may make nutritional or health claims or reduction of disease risk claims (DRR) that are listed
under FSS (Claims and Advertisements) Regulations, 2018 [FSS (C&A)]. For making any other claims or
any exemption to 10(1) of FSS (C&A), prior approval of the Food Authority shall be obtained in
accordance with FSS (C&A) Regulations, 2018 by submitting relevant documents and fees.

(14) Other regulations for compliance: (a) Unless otherwise specified, categories under these regulations
shall comply to the following regulations also -

(i) Chemical Contaminants: FSS (Contaminants, Toxins and Residues) Regulations,2011.
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(i) Microbial contaminants: Appendix B of FSS(FPS&FA).
(iii) Packaging: FSS (Packaging) Regulations,2018

(b) The products shall be prepared and handled in accordance with the requirements specified in Schedule
IV, or as applicable, under the Food Safety and Standards (Licensing and Registration of Food Businesses)
Regulations, 2011 and such other guidelines as specified from time to time under the provisions of the Food
Safety and Standard Act, 2006.

(15) Other provisions including explanatory notes: (a) An article of food which has not been particularly
modified in any way but is suitable for use in a particular dietary regimen because of its natural
composition, shall not be designated as ‘health supplement’ or ‘special dietary’ or ‘special dietetic’ or by
any other equivalent term, and such food may bear a statement on the label that ‘this food is by its nature
X’ (‘X refers to the essential distinguishing characteristic as demonstrated by the generally accepted
scientific data), provided that the statement does not mislead the consumer.

(b) The Food Authority may suspend or restrict sale of such articles of food as have been placed in the
market that are not clearly distinguishable from articles of food for normal consumption and are not
suitable for their claimed nutritional purpose, or may endanger human health, in accordance with the
provisions of the Act.

(c) Food Authority may also advise the FBO to alter or modify or stop claims which are not supported by
scientific evidence.

(d) The articles of food or formulation shall consist of a composition delivering the desired level of energy,
protein, vitamins and minerals, and other essential nutrients required for respective age group, gender and
physiological stage in accordance with the guidelines made by the ICMR from time to time.

6. Category specific requirements
(1) Health supplements:

(a) Scope: Health supplements are meant to supplement the normal diet of a person and not intended to
treat or cure any deficiency.

(b) Nutrients/Ingredients allowed: Proteins, vitamins, minerals, amino acids or other ingredients with
nutritional or physiological effects, singly or in combination, specified under schedules (except Schedule
I11) by the Food Authority from time to time.

(c) Nutrients/Ingredients usage level: (i) Nutrients: Usage levels shall not be more than the level specified
by the Food Authority. In case, the levels are not specified by the food Authority, usage level shall be
minimum 15 % of RDA as specified by ICMR, where a nutrient content claim is being made, provided that,
if claim of higher nutrient content is made, the nutrient content shall not be less than thirty per cent of the
recommended daily allowance and shall not exceed one RDA in any case. In case such standards are not
specified, the standards laid down by an international food standards body namely, Codex Alimantarius
Commission shall apply.

(i) Ingredients: Limits as specified in schedule. In case daily minimum and maximum usage levels have
not been specified, the FBO shall adopt the usage level based on relevant scientific data and retain the
documentary evidence of such data. FBO shall submit such data to the Food Authority, as and when
called for.

(d) Delivery format(s): Shall comply with general requirements 5(1).

(e) Additive(s): (i) For products in tablet/capsule/pills/liquid format: Only additives as specified by the
Food Authority from time to time.

(i) For products other than tablet/capsule/pills/liquid format: Only additives within the limits
specified as permitted for category 13.6 and GMP table of Appendix ‘A’ of FSS (FPS & FA) Regulations,
2011 are permitted.

(f) Labelling requirement(s): (i) Shall comply with general requirements 5(12).

(i) In addition, Food Authority may allow Health supplements term on the label may be interchangeably
use by the terms, namely, Dietary supplements or Food supplements.
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(2) Nutraceutical

(a) Scope: The nutraceuticals are meant to provide a physiological benefit and help maintain good health
and not intended to treat or cure any medical condition, disease, or disorder.

(b) Nutrients/Ingredients allowed: Molecules/ isolates/extract from the Schedule 111 as specified by Food
Authority from time to time. In addition, it may also contain nutrients and ingredients from other schedules
as approved and specified by Food Authority from time to time as an optional ingredient.

(c) Nutrients/Ingredients usage level: (i) Ingredients: Limits as specified in Schedule 1l with
standardization to marker compounds specified and at daily usage levels specified therein. In case daily
minimum and maximum usage levels have not been specified, the FBO shall adopt the usage level based on
relevant scientific data and retain the documentary evidence of such data. The ingredient for which the
standardization of the marker compound has not been specified shall comply with manufacturer
specifications or quality requirements and purity criteria as specified in regulation. FBO shall submit such
data to the Food Authority as and when called for.

(ii) Nutrients: Usage levels shall not be more than the level specified by the Food Authority. In case, the
levels are not specified by the food Authority, usage level shall be minimum 15 % of RDA as specified by
ICMR, where a nutrient content claim is being made, provided that, if claim of higher nutrient content is
made, the nutrient content shall not be less than thirty per cent of the recommended daily allowance and
shall not exceed one RDA in any case. In case such standards are not specified, the standards laid down
by an international food standards body namely, Codex Alimantarius Commission shall apply.

(d) Delivery format(s): Shall comply with general requirements 5(1).

(e) Additive(s): (i) For products in tablet/capsule/pills/liquid format: Only additives as specified by the
Food Authority from time to time.

(ii) For products other than tablet/capsule/pills/liquid format: Only additives within the limits specified as
permitted for category 13.6 and GMP table of Appendix ‘A’ of FSS (FPS & FA) Regulations, 2011 are
permitted.

(f) Labelling requirement(s): Shall comply with general requirements 5(12).
(3) Food for Special Dietary Use (FSDU)

(a) Scope: (i) This standard applies to all prepackaged foods for special dietary uses, in case of weight
management, obesity, diabetes, high blood pressure, pregnant and lactating women, geriatric population,
celiac disease, sleep management, food for Sportspersons and other health conditions.

(ii) Any other special dietary use products containing the approved ingredients shall need prior approval
from the Food Authority by submitting the representation along with scientific justification.

(iii) FSDU shall not include the normal food which is merely enriched or modified with nutrients and
meant for mass consumption, intended for improvement of general health for day to day use and do not
claim to be targeted to consumers with specific disease conditions and also not include the article of food
intended to replace complete diet covered under food for special medical purpose.

(b) Nutrients/Ingredients allowed: Carbohydrates, proteins, vitamins, minerals, amino acids, fats/essential
fatty acids, fibre including dietary fibre and other ingredients such as botanicals and their extracts,
enzymes, probiotics, prebiotics, and other dietary substances (singly or in combination) as specified in
different Schedules by Food authority from time to time.

(c) Nutrients/Ingredients usage level: (i) Nutrients: Usage levels shall not be more than the level specified
by the Food Authority. In case, the levels are not specified by the food Authority, usage level shall not
exceed one RDA as specified by ICMR in any case. However, usage level beyond those specified by Food
Authority or RDA in food format (except tablet, capsule, syrup) are permitted only with prior approval of
Food Authority by providing adequate scientific evidence to the Food Authority.

(ii) Ingredients: Limits as specified in schedule. In case daily minimum and maximum usage levels have
not been specified, the FBO shall adopt the usage level based on relevant scientific data and retain the
documentary evidence of such data. FBO shall submit such data to the Food Authority as and when called
for.
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(d) Delivery format(s): (i) Shall comply with general requirements 5(1).

(i) In addition, FBO may formulate an article of food for special dietary use in formats meant for oral
feeding through an enteral tube unless otherwise restricted under sub-categories of FSDU but shall not be
used for parenteral use.

(e) Additive(s): (i) For products in tablet/capsule/pills/liquid format: Only additives as specified by the
Food Authority from time to time.

(ii) For products other than tablet/capsule/pills/liquid format: Only additives within the limits specified as
permitted for category 13.5 and GMP table of Appendix ‘A’ of FSS (FPS & FA) Regulations, 2011 are
permitted.

(f) Labelling requirement(s): Shall comply with general requirements except 5(12)(a)(ii)(A). In addition,
every package of Food for Special Dietary Use shall carry the following information on the label:

(i) Front of Pack

(A) the words “FOOD FOR SPECIAL DIETARY USE” followed by “Food for......... ” (mentioning the
particular physiological or health condition or particular usage group as the case may be).

(B) a statement to indicate on the label whether or not the food for special dietary use is to be taken
under medical advice of physician or certified dietician or nutritional professional

(ii) Front or Back of Pack

(A) a statement that the product is not to be used by pregnant, nursing and lactating women or children
under 5 years, adolescents and elderly, except when medically advised by physician or certified dietician
or nutrition professional;

(B) a statement on rationale for use of the product and a description of the properties or characteristics
that make it useful;

(C) a statement specifying the nutrient which is reduced, deleted, increased or otherwise modified,
relating to normal requirement, and the rationale for the reduction, deletion, increase or other
modification;

(D) a warning that the product is not for parenteral use or for oral use only; (Note: replacement of terms
like ‘Parenteral’ needs to be clarified as ‘a cautionary statement that ‘the product is for oral
consumption only’;

(E) information on osmolality or osmolarity or on acid-base balance where appropriate.

(g) Any other requirement not covered above: Advertisement of FSDU for general public shall clearly
indicate that the product is to be taken under medical advice, wherever applicable.

3.1 Categories of FSDU
3.1.1 FSDU for weight management:

In addition to other FSDU requirements above, product intended for weight management shall comply with
the following:

(@) Scope: (i) This standard applies to foods which, when presented as "ready-to-serve” or when prepared
in conformity with the directions for use by the manufacturer, are presented as a replacement for all or part
of the total daily diet for use in weight control.

(ii) It does not apply to prepackaged meals controlled in energy and  presented in the form of
conventional foods.

(b) Essential Composition: (i) Energy:

(A) FSDU presented as a replacement for all meals of the daily diet- Minimum 800 kcal (3,350 kJ); not
more than 1,200 kcal (5,020 kJ). The individual portions or servings contained in the formula food shall
provide approximately one-third or one-fourth of the total energy of the food in the pack depending on
whether the recommended number of portions or servings per day is three or four, as the case may be,
respectively.
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(B) FSDU presented as a replacement for one or more meals of the daily diet - Minimum 200 kcal (835
kJ); not more than400 kcal (1,670 kJ) per meal. When such products are presented as a replacement for
the major part of the diet, the total energy intake shall not exceed 1,200 kcal (5,020 kJ).

(i) Protein: Not less than 25 per cent and not more than 50 per cent of the energy available from the
food, when ready-to-serve, shall be derived from its protein content; and the total amount of protein shall
not exceed 125 g per day. The quality of protein shall have-

(A) the protein digestibility corrected amino acid score of 1.0 known as, the reference protein;

(B) the protein digestibility corrected amino acid score where less than 1.0, the minimum level shall be
increased to compensate for the lower protein quality;

(C) the protein with a protein digestibility corrected amino acid score of 0.8 or more shall be used in a
formula food for use in a weight control diet; and

(D) for improving the protein quality, the FBO shall add only L- forms of essential amino acids except
for methionine where DL form is allowed.

(iii) Fat and linoleate: Not more than 30 per cent of the energy available from fat and not less than 3 per
cent of the energy from linoleic acid in the form of a glyceride.

(iv) Vitamins and minerals: FSDU represented as a replacement for all meals per day, shall contain at
least one RDA of vitamins and minerals in the daily intake. However, usage level beyond RDA are
permitted only with prior approval of Food Authority by providing adequate scientific evidence to the
Food Authority.

(v) Dietary fiber: These products shall have adequate dietary fiber.

(c) Additive(s): Only additives within the limits specified as permitted for category 13.5 of Appendix ‘A’
and GMP table of FSS (FPS & FA) Regulations, 2011 are permitted.

(d) Labelling requirement(s): In addition to 5(12) and 6(3)(f), every package of Food for Special Dietary
Use intended for weight management shall carry the following information on the label—

a statement ""Meal Replacement for Weight Control/Management " in close proximity to the name of
the articles of food,;

3.1.2 Food for Sportsperson

() Scope: This standard applies to foods which are presented as a food for sportspersons in formats meant
for oral consumption and to be used only under medical advice by physician or certified dietician or
nutritional professional and shall not be applicable to liquid products/beverages and premixes (to be
reconstituted) which are specified under Appendix A; Food category system 14.1.4 of FSS (FPS &FA)
Regulations.

(b) Labelling requirement(s): In addition to 5(1) and 6(3)(f), every package of Food for Sportsperson shall
carry the following information on the label—

(i) Front of Pack
(A) a statement “FOR SPORTSPERSON ONLY" in close proximity to the name of the articles of food;

(B) a statement “Recommended to be used under medical advice by a physician or certified dietician or
nutrition professional only” on the front of the pack;

(C) the logo as specified below-

FSDU

(ii) Front or Back of Pack

(A) a statement that the product is not to be used by pregnant, nursing and lactating women or by
infants, children under 5 years and elderly;
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(B) if the product has been formulated for a specific age group, sports activity as per the approved list of
Sports Authority of India (Ministry of Youth Affairs and Sports, Government of India), a prominent
statement to that effect;

(C) a statement “for oral consumption only’;

(D) a statement ‘the food is not a sole source of nutrition and shall be consumed in-conjunction with a
nutritious diet’;

(E) a statement ‘the food shall be used in conjunction with an appropriate physical training or exercise
regime’.
(c) Any other requirement not covered above: Prohibited substances declared by the World Anti-Doping
Agency (WADA) shall not be added in any of the articles of food specified for sport persons. FBO must
ensure to check the list of prohibited substances which is published annually by the WADA and is effective
from the January 1 every year.

(4) Food for Special Medical Purpose

() Scope: (i) This standard applies to the foods specially meant for dietary management of persons with
specific medical condition or disease or disorder.

(ii) The articles of food for special medical purpose, other than those intended for infants, may either be
nutritionally complete food which, when used in accordance with the manufacturer's instructions, shall
constitute the sole source of nourishment for the persons for whom they are intended or nutritionally
incomplete food with formulation specific for a disease, disorder or medical condition, but are not suitable
to be used as the sole source of nourishment. Accordingly, FSMP may be classified in to following three
categories

(A) ‘Nutritionally complete food with a standard nutrient formulation’, which when used in accordance
with the manufacturer's instructions, may constitute the sole source of nourishment for the persons for
whom they are intended.

(B) ‘Nutritionally complete food with a nutrient-adopted formulation specific for a disease, disorder or
medical condition’, which when used in accordance with the manufacturer's instructions, may constitute
the sole source of nourishment for the persons for whom they are intended; and

(C) ‘Nutritionally incomplete food with a standard formulation or a nutrient adopted formulation
specific for a disease, disorder or medical condition’, which is not suitable to be used as the sole source
of nourishment

Note. - the food specified in item (B) and (C) of sub-clause (ii) may be used as a partial replacement or
as a supplement to the person’s diet.

(b)Nutrients/Ingredients allowed: Carbohydrates, proteins, vitamins, minerals, amino acids, fats/essential
fatty acids, fibre including dietary fibre and other ingredients such as botanicals and their extracts,
enzymes, probiotics, prebiotics, and other dietary substances (singly or in combination) as specified in
different Schedules by Food Authority from time to time.

(c) Nutrients/Ingredients usage level: (i) Nutrients: Usage levels shall not be more than the level specified
by the Food Authority. In case, the levels are not specified by the food Authority, usage level shall not
exceed one RDA as specified by ICMR in any case. However, usage level beyond those specified by Food
Authority or RDA in food format (except tablet, capsule, syrup) are permitted only with prior approval of
Food Authority by providing adequate scientific evidence to the Food Authority.

(i) Ingredients: Limits as specified in schedule. In case no daily minimum and maximum usage levels
have not been specified the FBO shall adopt the usage level based on relevant scientific data and retain
the documentary evidence of such data. FBO shall submit such data to the Food Authority as and when
called for.

(d) Delivery format(s): (i) Shall comply with 5(1). However, formats namely, tablet/capsule/pills/liquid
drops, gummies, jelly, chewable and mouth dissolving strips are not permitted under this category.

(i) A FBO may formulate food for special medical purpose in format meant for oral feeding through
enteral tubes but shall not be used for parenteral use.

(e) Additive(s): Only additives within the limits specified as permitted for category 13.3 and 13.4 of
Appendix ‘A’ and GMP table of FSS (FPS & FA) Regulations, 2011 are permitted.
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(f) Labelling requirement(s): In addition to 5(12) except 5(12)(a)(ii)(A), every package of Food for Special
Medical Purpose shall carry the following information on the label—

(i)  Frontof Pack

(A) an advisory warning “RECOMMENDED TO BE USED UNDER MEDICAL ADVICE ONLY”
appearing on the label in capital and bold letters on Front of pack;

(B) the statement “For the dietary management of ” (the blank to be filled with the specific
disease, disorderor medical conditionfor which the product is intended subject to its approval by the
Food Authority through representation by submitting appropriate scientific, and clinical and
epidemiological data;

(C) a statement ‘NUTRITIONALLY COMPLETE’ if the food is intended to be used as a nutritionally
complete food,;
(i) Front or Back of Pack

(A) a statement on the rationale for use of the product by the target consumer group and a description of
the properties or characteristics that make it useful;

(B) a statement specifying the nutrients, which have been reduced, deleted, increased or otherwise
modified, relating to normal requirements, and the rationale for the reduction, deletion, increase or other
modification;

(C) information on osmolality or osmolarity, renal solute load, potential renal solute load or acid-base
balance, wherever applicable;

(D) instructions for appropriate preparation, feeding, use and storage of the product after the opening of
the container;

(E) a warning that the ‘product is not for parenteral use’;

(9) Any other requirement not covered above: No FBO shall make nutrition and health claims on food for
special medical purposes. Further, no food business operator shall advertise the food for special medical
purpose for use by general public.

4.1 FSMP for Weight Reduction

() Scope: (i) This standard applies to formula foods for use in very low energy diets for weight reduction
intended as total replacement of diet. These foods are defined as foods for special medical purposes and
must be used under medical supervision by individuals with moderate or severe obesity.

(ii) It does not apply to prepackaged meals presented in the form of conventional foods.
(b) Essential Composition: When prepared according to instructions,
(i) Energy: a daily energy intake of 450-800 kcal as the only source of energy;

(ii) Protein: Not less than 50 g with a protein digestibility corrected amino acid score of 1.0 is present in
the recommended daily intake of energy. Essential amino acids may be added to improve protein quality
only in amounts necessary for this purpose. Only L-forms of amino acids shall be used, except that DL-
methionine may be used.

(iii) Fats: 3 g of linoleic acid; and 0.5 g a-linolenic acid in the recommended daily intake with the a-
linoleic acid and linolenic acid ratio between 5 and 15;

(iv) Carbohydrates: NLT 50 g of available carbohydrates in the recommended daily intake of energy;
(v) Dietary fiber: Product shall have adequate dietary fiber.

(c) Nutrients/Ingredients usage level: (i) Nutrients: Usage levels shall not be more than the level specified
by the Food Authority. In case, the levels are not specified by the food Authority, usage level shall not
exceed one RDA as specified by ICMR in any case. However, usage level beyond those specified by Food
Authority or RDA in food format (except tablet, capsule, syrup) are permitted only with prior approval of
Food Authority by providing adequate scientific evidence to the Food Authority.

(i) Ingredients: Limits as specified in schedule. In case no daily minimum and maximum usage levels
have not been specified the FBO shall adopt the usage level based on relevant scientific data and retain
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the documentary evidence of such data. FBO shall submit such data to the Food Authority as and when
called for.

4.2 Foods intended for Special Diagnostic Purpose
(a) Scope: This standard applies to formula foods used during Special Diagnostic Purpose.

(b) Requirements: FBO shall seek approval for Foods intended for Special Diagnostic Purpose in
accordance with NSF&FI regulations.

(5) Prebiotic and Probiotic Food (Pre-Pro)

(&) Scope: (i) Prebiotic Food: These are non-viable food components that confer health benefits by
modulating gut microflora.

(ii) Probiotic Food: The foods with added viable microorganisms which when consumed in adequate
amount confer health benefits. Provided that the presence of the commonly used starter cultures of lactic
acid producing bacteria such as Lactococcus spp., earlier known as Streptococcus spp., Lactobacillus spp.
and other such microorganisms used in the preparation of fermented milk (dahi) and related products shall
not be considered as probiotics, if the probiotic properties have not been substantiated.

(b) Nutrients/Ingredients allowed: (i) Prebiotic Food: Prebiotic ingredients specified by the Food Authority
from time to time.

(ii) Probiotic Food: Probiotic microorganisms specified by the Food Authority from time to time. In
addition, it may also contain prebiotics permitted under these regulations.

(c) Nutrients/Ingredients usage level: (i) Prebiotic Food: Not more than 40g/day for adults

(i) Probiotic Food: Minimum viable number of added probiotic organisms in food shall be >10® CFU in
the recommended serving size per day. Provided that a lower viable number may be allowed with proven
studies on health benefits with those numbers subject to the prior approval of the Food Authority.

(d) Delivery format(s): Shall comply with 5(1). However, formats namely, tablet/capsule/pills/liquid drops
are permitted only with prior approval of Food Authority.

(e) Additive(s): Only additives within the limits specified as permitted for category 13.6 of Appendix ‘A
of FSS (FPS & FA) Regulations, 2011 and GMP table are permitted.

(f) Labelling requirement(s): In addition to 5(12), every package of Probiotic food shall carry the following
information on the label, -

(i) Front or Back of Pack

(A) genus and species including strain designation or culture collection number, in brackets where
probiotics are mentioned in the list of ingredients; In such cases, internationally accepted short names
are allowed:;

(B) viable numbers at the end of the shelf-life of probiotic strain corresponding to the level at which the
efficacy is claimed;

(C) the recommended serving size, which shall deliver the effective viable dose of probiotics related to
health claims;

(D) proper storage temperature conditions, and time limit for ‘Best Use’ after opening the container;

(9) Any other requirement not covered above: Any new approval of new probiotic strain shall be based on
data collected in accordance with guidelines issued by the Indian Council of Medical Research and
Department of Biotechnology with respect to probiotics and approval under NSF&FI regulations.

ARUN SINGHAL, Chief Executive Officer
[ADVT.-111/4/Exty./142/2022-23]
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