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T @I AT 3 ATHF T

CIPECET
T2 faeet, 22 v, 2021

BT, H. WES/AH/E(TTTETEH-01).—aTa LT oY AT (AT-Mfate @rer i grer deehi &7
sqHrad) fafeaw, 2017 § =i oW e, S 9T @rer LT ST s I, &% 3 &
TATIHIET |, GTe LT 3T A1 ATaaw, 2006 (2006 FT €& 34) #FiT &M=T 92 FT IT-o=T (2) F
@E () FET T&cd ATRIT HT TN Fd T FIAT ATRAT &, FLA & (70 I [AEIAT HT AAGT 299
THTET T qohel ATl AHT SARAT ol GAAT o [oIT IaFq ST-GTT (2) T STTAT % SATHTL TAGET THIAT
FAT ¢ AT TAGENT Alfed a7 Sar g o6 3% #werar Af==at o2 39 [t § a1 &A1 & safer qarea
g & arg o= o s, R 9 =67 =0 Stfer=aT i Yo w3 arel Wi it gl Sear &
IqASH FTE AU

i FrE AT AIGT AT 1 AT S T FEFET ATTFHRT, AT T LA T 7S
TSI, THSTT ad, FiedT U, 72 faeet’-110002 FT 372147 regulation@fssai.gov.in 9% 3-8 T AT
ST FRaT 2

I HETRT A=At % dae § Bl sate ¥ =@ g Maita At o srea srott st gaAmar
U AT T GLAT ST JT TTTEHe0r T A= T S

&y faffaw

1. = fafaTst &1 @ g ofiT s (T-Mfdte @rer o7 arer @9ehl F7 SAqHe) gere
e, 2021 =gr ST 9T 2l

5359 G1/2021 )
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2. T AT X s (R-[fate @@ 7 @ g9est w1 aqaed) G, 2017 (G
TAGIIHAT SF [AHTH Fgl ST, F & ATHIET TG F hit ToRar & gataa @Ffaaw (4) # swe

‘qd AqATEA Ft THAT.- (1) F2-FAfdce grer #1 Iomas sorar smardes @rer FrterEwr Fir srferd
serat Y Fie F arer =7 ARt F w1 7 srae wam

(2)

)

(9)

(10)

(11)

(12)

(13)

GT T ATEs g QU T Areae T gaar 6 i FE(7| TIHF A F a1
AT T AT, T FIS G, T GAAT SAH T 219 F 45 &1 F e <F Jrusfy)

T TR SA9AFAT G TT STAEF il ATAFT AETAF T, 3tiehe TTAT TTCIHLIT
I T Fg FHRAT gl G FERT TE TS =41 9 I 2 & 30 oAt F siww 3uerey
FLTUT

T T @I a5 & qLEATHF T2 Hl &1 | Tad g wiH-2 § I7 T AqHET &
AT & AT 36 AT FT /Rt gl

AqHIEA ®f fFufa § @rer FErT @rer I gy [ e S o Ssq 9rer i
IS H AT % TH a9 % HIL IOl AT A TATTHAT & HAqasi 9¢ A=t
FLATUIT 3T ITeh AR TTIAFTIT T TS FLTTI

GT FLATL G TIAFHI o TETeT o THET AT ARG o [HLEAHL0T KT T I gl

% 30 oA & e orfier ¢ gt g1 30 foAT % a1 area srdier a2 o= w8t T stros
ST ATE 1 & g WIAT SO

G T % Teqeq o HOrT & SATAT T FILETT TALIEAT AT I FT ThdT &,
STT @1 ITTERT #iF 55 H Toqa sl Srust o e 39 9w o= et srom

gy wTteser forfad & Feor aaree e @rer FERT ® @ Tu G oqEET #@i
fAetfaa sroar @ T 9l

FTT VT Araad i il FHT-J0T IT [ALEAT FT Tahal gl Aaah g7 faad 9%
Frears & forw &F T2 e et oft Rufa 7 arae /gt & S

Tfg oY |Ter FETT &1 7 [@Feard w27 &7 w0 g1 o o @rer & o saee @
TAT 3, IHH TATEA Fl Tl GaA g, AT a8 SHHT ST, AT, fashl, srorar [ ia
TATE & TN AT T TAT @I GRAT Sl G (@1 TATeaT™) a4, 2017 & 39 &
SATHTL T TTTEH0T &l AT ad gU IH ATTH HITH 6 FHIH ISTUATI

gy qreAT AfFFrT i AfdmriRe srfaerrt =rer i g == ARt F s
FTAITRT heft IcaTR T LT  Hag | ITed hTaa il GAAT Grer ATTEHeor i i a3

T HAT ST WA % T G LT 3T AF (QT FIETE HT ST

3 TiSredrsR) fafaaw, 2011 7 [Afdse gfemar & sqam s & o smaeT wam

T IITIFTET @I FIERT FIT T A& ®l S wed & e &ews qafaEr)
AT I HaFT F Tadl gl




[9TT [H—=uE 4] T T TSI © T 3

hiH-1
{aff=m 4 =7 su-fafFaw (1) <@}
#-fAfdse g@rer six @Ter §9ea & SAqHIET & [T Aead
1. sraed g g & {F99T Faw TF 9 a5l 1 e (V) T )
o Tdd Grer#

= A9 9T IR
» 9 9T HCh
= AT AT | TEERT
o) @Wﬂ%‘éﬁ?&
= G AT ¥ AF AHIHT (TRUHUHAR) | T g4 65
»  URUHUHSA § Hag Tid T b/ -ard i & 8
o AT THEHRIU HETAF ATRAT/UST2H
= T AT 3T 99 AHTA (Thuauae?) § 7 g4 164
»  TRUHUHAR § H a5 Td T e/ -ard e &g 8§
o W-fAfde g, Frar seoe *iY,
= AT ATHEATAH AT THET AEA(AF
= A AT FA-SAHTA AT IcATE
= I RTE, FOAT Ioold L
o -t |rer Joft F SIavTd AAHIEH T AAYTFAT AT TI-T4 FHHh AIAT TgAT

*raad ITAd AT | 7 Rt Aot § S g ST 399 GEusiary g rar 399 fAatid g &
AT | T2T B 1.3() § T 03T AT

#== AT & TS & O 9099 @rer a8 @rer g SEe 919 START &t s 99T 7 2l 94T e
UHT Heed gl AhaTl g S| srerar et sqeaixy & &d &l J19d ITART 6T Fle 9997 7 2 Tl &,
AT A7 UHT G AT HoSH &l Thal g o A=t gotiaadt gfar & UHt et 95 Srenfter &
FATAT AT g1, TS\ |Ter 9@ T §9es & G9ed AIaT §aAT S0aT 9res § " 9dieq qiadd gl
ST A IeRT TI90T T, FITIFT STET S0 A1 (d TaTa 1 T ¥q¥ dad J10|

2. =T =T
1) A HT A
2) wTfershd stk 1 AT
3) HrarEd |./% .
4) T (TAT THT F HI9T KA TH S-HA TTAT B A6 UL I Q0 JT0T)

5) ST FTATH

6) TTSH/USIERT FIITAT T TaT

7) aTeHE HEAT, TfE FE 2r
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8) 3 fET & AW X Tar a7 §UF fFawor gt e # Ifeafad dued F I ATAT
TR TR T SITaT 2

(Froqoft.- a2 9= F7 @& 5 3w 6 7 9w g o uhaw % forw @y fAffawrers sy afga
fErareor & qur afafafer @1 7 s g9 fFewor )

9) =AM T e
10) 37are o fore sraes o T g
11) 9T/ &7 =T
12) geaTted IeaTe 2vft
13) @Ter Heew(Fl) FT FT (T2, T, TAEAA TTAT & S19)
14) =TT T, ITEITT AT F&H S g 67 forfa & Shamop &1 ot i y=iria aaqrs [y
15) FTATCHE ITANT
15.1  3ITI1 & 987 § TAT Ja I AN TTeeq AT, I AR 2T

15.2 1T GT FHILETRAT T MY 6 (70 AATIAT SrTaT IeATiad 3cara/ Hera/dees/agasa
* HEY § T ITIRT FaefT =Froorr
fooquft .- 15.2 % SiaaTd o1 ATl STAadl & dae ¥ F9AT Mefoiad Iuasy Fu:

F)  SEATEd AEfEn), soEn & e, {EfET) & Gtate, o agfoat s
HEU AT & ATAT & TROTHT (@A RAwar stega" qioms S= i §)
Tareft SaT

g)  WTTEFd gEATATERAl GIXT ATl & HeATad o e FT TI-95 o Irferawor gy
FIAIET 97 | Seafad sTaemsti & 39 T G FRERT &l AqITAA & (ol
gi=ra o sroem S areft i srgf i srosfh 29 sEeestt § afiveds F oo
STTeraRor ¥ qaTqafd it gl

16) AT T TS TANTIATAT TATAT e (TA.TATTA) AT SeqAqTd ATTELST TIRIS 9
FIATLAT (. TA.THT) FRT T TIRTLTAT | IToq A9ATIT THTO-T7 T&T HLAT g
TSTOT 3 JHTT-T57 | ITUTE o T ST, TATATF AT AT TATAF ATAGS ATIH ZIRT| AT

B SHH AT T TEIT 3T 7T T TE a1 Gl died, gl Fal AN al, ATHA gl

17)  IcaTad wiwaT, gferea ® (vt ofie e afzq) |

18) fafFawTcwe fRafa (I <9t % 919 FaTU, Tl SIS T G €T § TcAeT TTAT AT € T
STANT AT gl FTS BT, AT STATFATAT T IHeh ITANT AT &L 3 T a1 orfaa arerg
Tfea "etaa fafa=m aar) |

19) wEATEd SR & @1 FER § A e i [FAar ofiv o= &t sreiq ferooreear,
ATATAH, TTHT F A Hae AT FAATAT

20) AT ST GAAT (ST SAFHeA TTAT ATAUTAAT Harelt Tea)

F)  AS AT AAST K AAaA H AT G IS AT HACH & a1 § TG FTEqAA01 H I
T TR T AT TLTIAT AAAT AT ATRAT ! TALIEAT 3T ASHIST (ATTHF T[T
A e @31eA) & fRom-Feen #7 SFfisor FLeh T9es I9aT °rer 3caTe 9¥ fhu a0
LATHT ALATAT AAAT TATHLATT S U & 79, 1945 #F sqg=T ‘are’ % davq
AR T qeaT sTe gt 9% s;eTid g (YT ST Sqay F | 37 )|
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g) =g g F F g aren weqa w1 O SEartad Scare Srrar gees o T ot faerw &
FARAT TAT THAAT AigeATeH, g THATT ATt FTqTH, T=a1, qET AAaT Fohell v Ty
T &1 IiaEer & F TATET T2l FH|

21) T F AT H TG [AUFd AR FALTAAT, HHT @A 6 FLAIAT FAIAT A A hee 17
FEATAT TIEd, F AT | LA TATEST ATH  ITET 6 Gag § AT TEL | Tt THiera
e (Z9Fe o), 3A-F3aT 3 23-fAaT sreaaat qom wa % oo w9 seear 97 fro mw
AT o TIOTTH TEQT ] (FATET ATH Gaeft T27, TR a0 2T, Aqee @ | fIw Jo))

22) HETIT GTer AT T AT ATHAHT & ATEE TEqTad Aad il ST rerid|

23) =fx -2 # oot g ar fAforse araet § arfhfir & arg &7 A steas 39 ST 39
ST TEIA HLA Farelt =)

24)  FUHA GIRT GAAT T AAAT TG F Harer § wrH-1 F =Froom)
3. srfafer faferse g -
(F) A QTR AAAT A QTN HIH AIAT A7 TTATERT § THERT Tl
(1) 3% SEATrad @1 & forg afera qu, afs F:12 ar
(2) ScaTE FT AFga g9ed (PHH I # ATHe Teesi 3T AN 92l it 74 ot aqre
STT)

Fle qITAT Foeh (FIAT FaT0 T FAT ITAE H UH UF AT AT Holeah g, o1 aaa=T o
QT AT ST T [@AHTT § AT 7gl & rar SrEawt/Resr ST qara § gt
T TEqTrad g |

(3) T WTRITRIEAT &1 faawmm
(4) FTEAT ALt GAAT (FAAT STITEH ATRAT ST SATATTAT TEIAAT FHLT TG Heawe 7))

F) AEA qAAT Gt TAAT, DEH STATEFAT I AT TATE, A0 TAT T
TATET TATE, T(Q Fls al, ATHA 3 |

(@) AreraTear Heeft steqa, S SemHer ff = & oy THisr 9T % qior,
FIFTE T T, A5 AT STeqa, THa-d [aae & dated
ATTATTAAT STETAT ATIHA B

(1) TASHTRIAT (TASHRTAT AT TG I G ITAN F 2 7T Tl TATAT TC

THRTINT AT ATHRAT RATE; gaw fooa womeey Hs7 stoay @rey e A9q=r 5=
TITEST 3 hTT § T (el 37T ToaiT AT Saeise i TSt g aame e artae
2 EHAT 2) |

(5) @I ITATE/@TT HHEH & STHNT sl TLILT (TZTAT FRSITT TEIT F¥)

F)  ITINT T ST e (PEH 7§ &7 a0 907 § qrerd STTRT 1 THI0E a2
=T S Sret gt it 2)
@) IR FT AT
T)  SIART T Efd () H) |
(@) T @Ter 4gAST qari-
(1) eI 9T {7 AT, U, U "er
(2) BT (TT YT AT THFE)
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(3) FEHMUERT ey =7 FRdt Sifew smeew gem g fAfese g <R gmm
(T.2.31E)

(4) GTE AT H ITART AT T&=qTET £
(5) FATT Usie T Rafa & (F TSHT H) FoAL TIT FqT0, Tt AR a¥ |
(1) TSITSHT AfRd S THEhT AT R
(1 faferfe
(2) TSI H TTfater
(3) A StTeh et HIRT LGAT (AT F ALHTY)
(4) AT IATE | S free H AT (THERLT FEAF AT F ATHA H) |
(Er)gawSﬁmﬂISﬁ, SFETRAT, GHIY, FaF ar TRt 4 7 qar Refia awr a&qu &) @@=

Teeh
|, T (HTE TYRT) TET GT Hehl & SId & € 9 TFT g&9 S qael atehs
(1) ATEHIT il T TF A /GHIT/FAH/TATT
(2) ATSHIS T AH FoT EENED (0]
3) CIn) ot T
(4) ST TTHEFRFd g W | FaRE
T o T HeX | &t Tt
{STELUTS ATSHITETA 22T
FoaT FAFUT TS AT dF
(T &Y. "), qaHe
FAFIT ATE ST Foa el
(T = .., Sfeaw arey
FodT FAFAT (TS}
o ST
(5) T Fod FAFMT e H | FodL FeAFd Had &l 719 ¥ | Ha9 Feqr ENED
Raifvre = f Rafa & AT
(srfa)
(6) T Fod FAFMT YL H | FodL FeAFd Had &l 719 oY | Ha9 Heqr ENED
ERERIEE R TSI T ) AT
(srfa)
(7) AATAT g ST st & ux | g 3or
T 1 feafy s S F ==~
A (5f%)
(8) FALTSET FodA FAFAT X | AATCET FiodA T FoAFH Hav | "o gear EnE
(ST FAHGHA =T T TR T 7q7 ()
FTAL FAFAT HeX
(T &1.47.4), rfiw ergw
FEAL FAFIAT ST
(E.Hr.dram) gl s
fufa &
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(9) Fatas/Rel = six gt (afa) Tol
W T/ Ratar F =
QT F TTATTCOT T HFAC

(10) | =7 Sftaryg ¥ sfiw & S -
IS A TS 7?2

E
a

(11) | ST % 9T SUASY S GL&AT

(12) | AT HY GLEAT T BIG

(13) | ET ST ST SYANT F e | ALATZeqeAdT L F2ar g for a9t Foes [Aavas o0 & TodT
& Rwtar srerar srmas Wele? GRT AGHITRT & (TAe/USHT &1 A1) a1 9 394
IR qAETId: g qra q=0 § onfAer €, srar Frfererss
ST S HET (FIETH) & oSaid g JAT TAE IR
AT STHANT * forw sraferd g o a8 qa a9 # faar foet
sfcarer o fasht gq Susd gl

feoquft: (1)  STet smaea g1, AR A2t o

(2) TAEF FT ITASH FIU MU THT A /@ T THITET SqLTeeld S, foed sy
TS (T304, UH.3M) 3T @1 UF FIT §054 (TF.T.A) Algd AqLSET FeATA 6 i1 Fae
THOUT TS STHET STeqAT ITAH FIT ATV |

EREACH
AT Gaeft ST AT T FLA FT RICHE
1. s-fagr e
weror ERESR AT Sga 4w (1.3) FEAAHRY | JqAHA | TR AT/
SIS HIQ%I@I/@H@IISd/ mﬁ?ﬂ (15) ﬁ?ﬁfw-‘?ﬁ(ﬁ
(1.1) AT Hae/ o T+ (1.4) H1< 21) (1.6)
e ugfa
(I=rE F:9)(1.2)
e | giea
A | e
2. z-fagr grar (FAe-gd arfewrear) |aeft errer &1 qraer
| Tamer | e arl s SaEr T AT | AAAHA/AHY | TIRTLTATET
q. gforme wW< (2.1) JoTfaat | AES AT/AE FIET
qrEee (i
TRTTAT 2T)
< | THANRK | SEty
EECTAE DI
LT I
1. | afa
ENELIEE
(2.2)
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2. | f=fafy

(2.3)
3. | fagw

qyeor

(TeTd FY)

*Fgfaa agyaeTia § swerfa waedse s/ /Rt it dear F sraas i s

gag-1
TA-TAET €T T I T A gt fFrar

1.

1.1

1.2

1.3

1.4

1.5
1.6

oiferd At &1 f@ERw, qEar, aWetds d9Er e qdl F AT #, 39%
AT R oT/aferd AT ATRr/adferg wfafafd = ar § g=ar 91

I TFTAT, GHIT AT 77 et ATehia & a8 § GAdT &, Forees gaer § qeqor o =,
I UASHIHT/ATIUREO H&AT/AT ATSAl & [Aaur/eliNd §a¢ MaT Has gde A1 9+
et oz fa = faaor

STARTE H T T80T |iwi, Ated 3T TifSfed Fgrai & a1 § 71 |

Tg AT & T a8eqor & 9o & forw e ageet i /7T =T 9 SEEA & o, sreHT
50, ATSEISIFHTHET, TS AISH AT ST H FHI, Il T T UHATI

ST T, T & e o RO e w e Rt ferer i | g,

THRTEI T YT HEH TG T(2 ST TG-HATET el § TRTAT T A1 2T, T A2 dre
F & H gl ar e &7 fFawor &, SEH o12q9 % T 7 979, T AT TTa7 TANATAT HT 179
T I AT HT Rt ofoer g7 a7 ITAT qeATad T ST FATU| Faet T Hgea ol
SEAAT T L AT ol T ITAH FAC ST AR A I FAGG 7T THIAT il T ITAH
FIIA T 99 S|

AT HaefT STEAAT : T AT ITHRT & [T TLrEI0r TRIAT 36 ST T Sf=red &

2.1

2.2

T FIRIE TREe S} T isie &<

2.1.1 FEEias aEAF/STEE aERE/ETE/ETE 98 91 X I09 9gaeg Iarlil
F HHA § ITh ARG/ TOfET qrhe ARG & 919 Ear & o gafem
AT 7 fAawer &)

2.1.2 YTAIE e & 70 TS 9o & T4 F7 A=y ga § syorfaa fRa/smaEta
U SAETRA Bl T TR Add T THAT Faiqd TSI 98] % AT
T |dg & o ST 9% oA ST

2.1.3 YSIA =999 F7 A=A <
21.4 gHag =FaEa e & s 9)

srfa srfarsTogaT © TETerOT qRTST F7 24wl dr srater § snfanraar wq¥, vy aheqr AR
H TS [0 0 3T &2 ST a1 (AT, TR1/Ee) H
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2.21 AT | IO FRw it AT 201/FHIT it THFEISE AT § AI4GT AUAT A\
THFAISTE &I 6 7AaH 10 IO AT FE FT IqT A

222 T H O ARE F THFAST & 14 A0 a5 aiiE aw § g, arfeorear
Rt ol IHeT qiaar, AH, i TI7 Al & FAHad 7 9o, IR T2 &, 6
& e A |

22,3 HTAHAT T ATEAT § AF-TLEAT o SAGATHRAT & 1T Sdeh (AT ol (LAIE ST T qa =t
ST

2.3 drdefers sufasreqar ; aieA qErSt T rertId "a IUANT F AH q-aT aeor R

ST 9¥ AfuTar e, fFeowswe qdew AR § v R U ar g SEi(EnE,
T[T/ ) AT HLATI

2.3.1 eIad T THFAST Aqal STATq ALTAT AT TFAISE A {STATHT G (Ere1)},
ST (2.5/5 x L), 357 (5/10xETET) & ZHAT TUferd g1 T8 Afatyad afgsret Az=ror 30
TR fohaT ST

2.3.2 TIIE T H AU IHAT TIATHAT AT FHA & TRare | a7 S0 3T I9& NOAEL storar
LTI H SATATAT T Fls TROTH ST 2l

2.3.3 ST | qEF T Aferd WM HT AT qF-THEAT 3T FaAH-TAATT ATATHRAT o qTI-7
AT, HR-T=AT, @1 "ad, R & 9% H Jrg, GeEea aEEat o
st sraetrea B =raswar £ sraet ¥ St f 79y ag@-adeT i S s
IR FAF-TATHIT TAATERA TRAT STT TAT U TS Forwe Y 10

2.3.4 9L TR § TS TS ahdT/3caaaaiadr giv 9 e s+ it Rore seqa it
ST

SRR
TATE ATH Haieft TraT AT T TR T HiHS

1%, gA-Fagr 2T T FIIAT

TS | AR A9 ArgA/ | TOfEa 9w, TYE | TEIiha/aTy T aRkuEd, | I T
Tt AT A/ g | ANfed SR UifSifed | ST, FrEETar R | T Eed
Teror yorTe el SECED
(1) 2) (3) (4) (5) (6)

1. FEEAAH AREET FIET o aeEr fF Rafq § 9o qamelt, gEar aard adterd/

TiAefaet qferd 37 ATehifauT/ATehR AT a1< H gadT |

. B9 FFEIAT, @HIT AT T o 9w F Y § gE=T |, e forw afveror BT oo,
STEH ITT TR /@TAT STT/E ATl F [Aa<or/aid Sael T7aT Has qad TTarinel v
fereew =1 faawor g

. TR |G, YA § YET R Y qifsrfea vt & 9% H gEAw &

. Fard T odeor F gy F w7 § R qgde T AT T IErgeer & forw emEEr 50,
AT 2T, TS Sqeeh AT STe TISH H IATHad, g il % § T

. STed IIRTTHT, Feral & qaqr, TA7 Rarfed g S Srafhar deet o7 areier 3|
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6. TERTAE FT [T HEH TqT0| T3 ST TGF-THITAT STAAl § THAT 7 gl &, T Uk FAeqqq e
F =7 ¥ g1 a1 fare &1 faawor g, SEs sreaa= o T 7 ATH, ST 1At TANTATAT 7 979 37
I TATIAT =l RAT QTS BT TAT ST AATAT T ITASH FITU| Fael ATd Tged ol STeqa=
FT q¥ FEMSA T T I FTT ST T A 9T q00 § Gellag O TH9ET fit I 3uerser
FIIA T q99 S|

19, T-faaT g2 w1 9T

gafera TS TN Stra/ gdfera T, R, e | W
AR | AlFeSe Sie, A TYFRT gl | T Airea EIRIEIE T o | T Ees
B/ TS, TEreor Jorrefy HareT geaifha/ amd g

(1) ) () (4) (5) (6)

1. aEedfd®  AEEUAT FA¥aT SfEd gERET 6w Rufa § 9dtea 9rEdl,  gEar aqru|
T/ Ui aEr gXITerd Seeh AT 0T/ AR AT 6 a1¢ H gadT |

2. YANMATAT S{rE, ATHATSe Stal, Siad Srar HaadTgd/TaFhd, Sidl & qhd 3R (TTFhd
Tior T, @7 /e, TAFd (&, ST & &7 §) 7947 o7 FohelT e & a1 & g=71 <

3. wITerd |ig, TART | SEd A9ted 3w qifsrfed Ferel & a1 § g7 |

4. FAmO & 90T F GO F w7 K R 9gEl & 9797 =T IS 6 fow st 50,
HATRASRA T gadt um, S sfveats, f@Afdse T gues seEr &,
TR HEA AT, ATATAATA S AT

5. 9Teq TIOTTHT, FEIAT & TAqT, TAT RATTed T T T AT Tarel w7 qreier 3

6. ST FT T Haw JaTU| Ta ST TE-THITErd STHai | THRAT T g &, Tiq dAegaq R &
=7 # g1 a1 Rqre o1 fBawor 3, SEd steaawr & €T 7 AT, "6IT SET YT F AT ST
I TATIT sl AT oA B TAT ST HATAT T ITASH FITT| Hael ATd Tged ol STeqa=
FT T FOEISA o0l A ITAed FC A TN S 9T qO0 § TATGG 7T TR hr T 3uereer
FLA FT TAT |

177, Hat farestwor

w | ARIRR (A, | @« (WgFa | T (Rftee | geaiftea T AT fafarse guie,
|, | o, zem, g | Rfdee |3t LT AT, R Hifewrzes | AqEg FETH
AT 7T Q) | @A, AENE | WRORTA st g it | gfafefe @ew
&t ) &) Rt £

ToGl TEAH ATAT HeT AT IqAsE I TAT ATLAT I T STRT-3TN (FATohed  Ted T
TFT/ATTOT T FTLTT qHTe 36T ST &ahdT 2
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19, AT ALTAT 2T T T4

AT
1
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Tife@ | @d 9w/ | AT | TehqeW/ | qeaEw | Aifed | WS | SeiEe
qratt i/ Al i
3 ST St/ Remew | GedftAmade | safy

LY QR Hit 1L
RELL n=?

(1)

) ©) (4) (©) (6( (7) (8) (9)

(6)

(7)

TEAAT T THIT T HIoTeq €T | T FY, TATG ATT AT, TILALT LTI, TG eh 40T,
SIS SToTaT STTHEAT LA ST AT AT IO HALAT AT HETHTL ATk ST T
TUZ AT e

T HIGET, TN | TFT R 37T TifSTied e[l & a1¢ § gadT 1

FEAAT H oA fAwi/Fad q/ARET it IHd F N H T H gEAr &) 330 & Oy
A T TS, [A-AgHE, T F qh? HeAH =9 T =17 & nt1, FEfga duaers awr
IS TATR

FeATA & RS &7 97 ¥ 9709r &, 5 49 0 0 99, ortee 49, wig-siay Bere,
FARARE AT, TS STeqAT| TAF T § qgaaahi JA9a1 Ul srEr Saaedr sal
TR &t ST aqrd i SR Ry 7, vAae Ry T, Suers SaT 9T, giT-3se it "/edr
Fard| fare fhu 7w a7 T Aitewd fFecroor a7 iRt F1 alrar off aard) St i/dr
FIT LA o AqATad gaeft ol sgf=a agafa & sifwr i fofa o aard)

TSI 31T TSI & HI9aE aqru|

FeAA FT AT TATT — TAAF KT AT, T@A KT SAATE, FTT AT AT, TS FHIS B, 3
TEA 9T FA 6 q1E ATATHRA ahl AT

FATE o T F IROTH % w9 H o ggeet sfi aRuadl ® /79T TAT| 3T & o
TATATESIY TATIR STRLIRTA el T TN Fileh AT 0 GRIT-AATAF ATIES| Tediieha
St TiafraTsit sie qeear ugestt daet geer 3, S sremaw § R & 12 e Asde
& 3qoraT errfier g faferse = & sardt & Far stera § e strar vtadse iafrarstt srear
TH g FT IS Iodd qal gl Al T T IO § TAqTC T FTLIAT | FHlohe o7 72T HeT
Tereeroror R arTferer g1 T SEaT J1ier Jqrd|

gTed TROTTAT, Farel o T, a97 Rarfea g it Tt et w7 qrier 3| qeditehd
ST ATl ST AT Tgael et a1 &, Sae steza § RAre #f 72 A% Aeide
&1 3[uraT ertfier g1 fafrse = & sqrd & FA7 stewaa § qRar sr7ar tade Siafarst sraar
TH TR T I IoorE Tl 2

TERTET T 2T & aqTU| I(S ST TGG-THITEd STl § T T g &, T Tedqa e
F &7 H g ar e &1 oawr &, fOew steaaw o T 7 979, AT STAET YANTLTEAT T T
ST 3T TATIA 61 Feorfa amioer g7 T ST qeATaa I ST FAV| Fael ATd Hgea o
FETA AT TL FITS T T ST FATU T AR T I AIGG AT THRILAT T T I
FIIA T 99 S|




12 THE GAZETTE OF INDIA : EXTRAORDINARY [PART I1l—SEC.4]

2. FTARTAT/SITRTRRT SATHT/ITATFAT hT GIALT ST ETTE ATH T 20 ATl 7 T 6 o
e 7 " ferfera wee % arat it ®eate & 2 % Siavtd A qTat ok 3T fAed g

21 FEREUAeHdr qadT T

2.2  TAATHS AT HEeT qTer

2.3 TS AT THERIU % T (7T srrar RIS § FHT
2.4 QT YHH & HTIH % TR @ § Ao gael
25  TIY AAAT FA1E IATT TG

2.6 I, FUT T AT

STIFT ITAl % Hae H ITLAT AATH ST FATAT TG ITee FAT 10| 2.1 F HIHA § THAT JATTH
TR AT ATHRTAT FATIF srezaa R § R Ffhu 70 ataeaersedr steaae o4 aiareadiad
TEAIA STIAT TAATHE FIATSTASHAT FTLAIAAT & A0 T&qq (U 10| FEeqa |@a+ 3w wiaat sueae
FOC| 2.2 % AAA H T T Rt gy deftha Aedawor aETn BT TART Fd g Hated
THAT % fereeraor aRorHT it sraeFEwar g 2.3 3T 2.5 ¥ Hafad amar & gadt 7§ off uH & S2r AR
BN YFT Tl T AATF Jerar, Iq qedr it FAusar Sef dAemad =, a9 gars_ s
it agaTirar gaeT Ui a2 e Hiad T Smom)

3. ST 1 AT 2 o TRt a9 o Hag § s AT 2T T SHehl THid TATT qAT T ST TL ITHehT
Fiaat SUSTe FA T F=T 2| FIAL 1 AFAT 2 F A Rl T F Hag § AR T F q9GT H ST H o7+ F
ot # 9w =7 ¥ yaa serar GAfaaet & sfeg=a SRS e artee g ar | qeef
=T 3| 3w u fSferee siqHEdl & @99 § 3¢ aar0 S IAh! THIOG TAAT ST FAU| IIGL0
T @Ter ST ST aT SaEe G ATed AT (T ST2aT Heeah|/STHTa/2Td T ATHIEA]

&7 REe, T FTARIET TR
[FE=ATa-111/4/3791./269/2021-22]

feoqoft : = Affaw W & TS, s, 9 ), g 4 7 stfeegEET ge o €. 12740 Ty
A (FT)/ TRTHEUHATE-2016, faAiE 11 fdew, 2017 g wehifoa fFu o o

FOOD SAFETY AND STANDARDS AUTHORITY OF INDIA
NOTIFICATION
New Delhi, the 22nd September, 2021

F. No. Std/EC/T(NSF-01).—The draft regulations further to amend the Food Safety and Standards
(Approval for Non-Specified Food and Food Ingredients) Regulations, 2017, which the Food Safety and
Standards Authority of India proposes to make with previous approval of the Central Government, in
exercise of the powers conferred by clause (v) of sub-section (2) of section 92 of the Food Safety and
Standards Act, 2006 (34 of 2006), is hereby published as required under 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 in which this notification is published are made available to the public;

Objections 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 may be sent by e-mail
at regulation@fssai.gov.in;
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Objections or suggestions which may be received with respect to the said draft regulations within
the period specified above 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 (Approval for Non-Specified Food and
Food Ingredients) Amendment Regulations, 2021.

2. In the ‘Food Safety and Standards (Approval for Non-Specified Food and Food Ingredients)
Regulations, 2017, the regulation (4) relating to the ‘Procedure for grant of prior approval’ shall be
substituted with the following, namely,-

“4, Procedure for grant of prior approval.—(1) The manufacturer or importer of non-specified
food shall submit an application in FORM — | of these regulations along with necessary documents
and fee to the Food Authority.

(2) The Food Authority shall scrutinize the application and information provided by the applicant.
On preliminary scrutiny, deficiencies, if any, shall be informed to applicant within 45 days from
the date of receipt of application.

(3) The Food Authority may direct the applicant to submit additional supporting documents, data or
clarifications, if required. The food business operator shall submit the information sought for
within 30 days from the issuance of the letter.

(4) The Food Authority may either grant approval or reject the application, as per FORM-II, on the
basis of the safety assessment of the article of food.

(5) While approval is granted, the Food Business operator shall conduct and provide a post market
surveillance data on relevant Safety and efficacy parameters, within one year of placing the
product in the market whenever asked by the Authority.

(6) The food business operator may file an appeal before the Chairperson, Food Authority against
any decision of rejection of his application within 30 days of the receipt of the letter. The appeal
made after 30 days shall not considered and the application is treated as closed.

(7) A food business operator, who is aggrieved by the decision of the Chairperson, Food Authority
may file review petition to be placed for consideration in the meeting of the Food Authority.

(8) The Food Authority may, for reasons to be recorded in writing, suspend or revoke any approval
granted to any food business operator.

(9) The Food Authority may review from time to time, the amount of fee for filing an application.
The fees paid by the applicant for processing of application shall not be refunded under any
circumstances.

(10) If a food business operator has reason to believe that the food for which the approval has been
granted poses any risk to health, he shall immediately suspend the manufacture, import, sale, or
distribution of such article of food and take steps to recall the same under intimation to Food
Authority in accordance with the provisions of the Food Safety and Standards (Food Recall)
Regulations, 2017.

(11) Food Safety Officers and Designated Officers shall immediately inform the Food Authority of
any complaint received regarding safety of any product approved by the Food Authority under
these regulations.

(12) The food business operator shall, after grant of approval apply for license as per the procedure
specified in the Food Safety and Standards (Licensing and Registration of Food Businesses)
Regulations, 2011.

(13) The food authority may appoint an expert committee(s) or panel to examine the application
submitted by food business operators.
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FORM - |
(See sub-regulation (1) of regulation 4)
(Application for approval of non-specified food and food ingredient)
1. Application for*(Please tick (V) only one):-

O Novel food*
= Novel food product
= Novel food Ingredient
= Processed using novel technology

O Additive
= Not listed in Food Safety and Standards regulations (FSSR)
= Listed in FSSR but from an unlisted/unconventional source

O New processing aid/enzyme
= Not listed in FSSR

= Listed in FSSR but from an unlisted/unconventional source

@) Non-specified food, please specify,
= New botanical or processed botanical
= New fruit or fruit based product
» Probiotic and Prebiotic
= Any other, please specify

O Pre-mix of ingredients or additives, requiring approval under non-specified food category

*Data in Form 1. 3.(d) shall be submitted, in case the application pertains to any of the categories listed
above and consists of or is isolated from microorganisms.

For the purposes of these regulations novel food is a food that may not have a history of human
consumption; or may have any ingredient used in it which or the source from which it is derived, may not
have a history of human consumption; or a food or ingredient obtained by new technology with innovative
engineering process, where the process may give rise to significant change in the composition or structure
or size of the food or food ingredients which may alter the nutritional value, metabolism or level of
undesirable substances.

2. General information:-
(1)  Name of the applicant
(2)  Name of the authorised person
(3)  Mobile No. / Phone No.
(4)  E-mail(All communications will only be made through the above email and phone number)
(5)  Name of the organisation
(6)  Address of the organisation/registered office
(7)  Licence number, if any

(8) Name and address and contact details of the premises where the ingredient covered in the
application is manufactured or processed.
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(9)

(10)
(11)
(12)
(13)
(14)

(15)

(16)

17)
(18)

(19)

(20)

(21)

(Note: If this is different from the response to query 5 and 6 provide details including
regulatory licenses applicable to the premises and provide name and contact details of the
representative)

Nature of business

Name of the product for which application is submitted

Justification of the name

Proposed product category

Source of food ingredient(s) (animal, chemical, botanical or micro-biological)

In case of animal, botanical or micro-biological source, genus and species of the organism
shall be mentioned

Functional use
15.1 health benefits claimed for the product and on the label, if applicable

15.2 ‘end use declaration” for product/pre-mix /ingredient /additive imported or
manufactured for supply to other FBOs

Note: applications covered under 15.2 above shall provide:

a) Data comprising proposed formulation(s), usage levels, specification of the
formulation(s), testing methods and shelf life study results (accelerated stability study
results are acceptable).

b) A notarized affidavit by the authorized signatory stating that all the conditions
communicated by the Authority in the approval letter shall be informed in writing to
each of the FBOs to whom the material would be supplied for strict compliance. Any
modification in the above conditions would necessitate prior approval of the Authority.

Certificate of analysis from third party National Accredited Board of Laboratories
(NABL)/International Laboratories Accreditation Cooperation (ILAC) shall be provided. The
certificate of analysis shall include physical, chemical and microbiological parameters
relevant to the product along with validated test methods and other test methods, if any with
references wherever applicable

Manufacturing process in brief (flow sheet with details).

Regulatory status (Mention the countries where the product is permitted for direct or indirect
human consumption as food. If so, provide the level and purpose of consumption by the
consumers with the relevant regulations along with the documentary evidence).

Copy of agreement of relationship of applicant and manufacturer and other entities involved in
the food business of the proposed product, namely, marketer, importer, re-packer.

Safety Information(Documents on risk assessment or toxicity studies)

a) The information shall be based on safety or risk assessment review from published studies
(Indexed journals) and safety studies conducted on the ingredient or food product by the
applicant adopting OECD (Organization for Economic Co-operation and Development)
guidelines or safety studies as prescribed under Schedule ‘Y’ of D & C Rules, 1945 as
amended (Safety data to be summarized in Annexure A).

b) Provide evidence to demonstrate that the proposed product or the ingredient will not
adversely affect any specific population groups that is pregnant women, lactating mothers,
children, elderly or any other vulnerable group.

Claim support documentation (Provide evidence to support the intended health benefit claims
through robust scientific studies including human intervention studies or human clinical studies.
Provide supporting published literature (Indexed journals), results of in-vitro and in-vivo studies
and studies done on population relevant to India (Health benefit data to be summarized in
Annexure B, if applicable).
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(22) Copy of the proposed label as per relevant Food Safety and Standards Regulations.

(23) Declaration to conduct and provide post marketing surveillance data in specific cases if indicated
in the Form II.

(24) Declaration to keep the information shared by the firm in Form I as confidential.
3. Additional specific information:-
(@) Novel food or novel food Ingredients or food processed with the use of novel technology:-
(1)  The target group for the said proposed food, if any

(2) Detailed composition of the product(with quantity of the ingredients and additives added in
the product)

Any new ingredient(s) (Please specify if the product has one or more new ingredients which as on
date is not listed in Food Safety and Standards Regulation, or an ingredient which has been
introduced for the first time in India)

(3) Details of new technology
(4) Safety Information(Documents on risk assessment or toxicity studies to be attached)

a) Information on human studies including dietary exposure, nutritional impact and potential
impact on the consumer, if any

b) Toxicological studies including results of Ame’s tests to test mutagenecity, chromosomal
aberration tests, studies for reproductive toxicity, prenatal developmental toxicity studies

¢) Allergenicity(published or unpublished reports of allergenicity or other adverse effects in
humans associated with the food consumption; may include reports prepared by World
Health Organization or by other national or international agencies responsible for food
safety or public health)

(5) History of consumption of food product/food ingredient, (attach supporting documents)

a) Geographical area of use (with established history of safe use in at least two countries, with
well-established regulatory status)

b) Quantity of consumption
c) Duration of consumption (in years).
(b) New additives:-
(1) Chemical name and INS No.
(2) Purity (food grade or equivalent)
(3) Acceptable Daily Intake (ADI) specified by JECFA or any other risk assessment body
(4) Proposed level of use in food category
(5) In case of colouring agent provide (Colour Index) colour number, where applicable.
(c) New processing aids including enzymes:-
(1)  Specification
(2) Enzyme activity
(3)  Purity including total organic acid(as per the standards)

(4) Residual limit in the final product (in case of processing aid).
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(d) Articles of food and food ingredients consisting of or isolated from microorganisms, bacteria,
yeast, fungi or algae:-

S. No. | Data required for microorganisms used as Food (Directly Fed) or used as a source of food
ingredients
1) Nature of microbe Bacterium/Yeast/Fungus/Algae
(2) Name of microbe Genus Species Strain
3) Source Indigenous Imported
(4) If locally isolated Isolated
Deposited in the national | Yes No
culture collection centre (eg-
Microbial Type Culture
Collection and Gene Bank,
(MTCCOC), National
Collection of Dairy Cultures
(NCDC)Indian Type Culture
Collection(ITCC))
(5) If deposited in a national | Name and address of | Reference No. Receipt
culture Collection centre Culture collection centre (Copy)
(6) If bought from national | Name and address of | Reference No. Receipt
culture collection centre Culture collection centre (Copy)
@) If imported and privately Country of origin
Isolated Name and address of Reference No. Receipt
the Foreign Copy
organization/Industry
(8) If bought from an Name and address of Reference No. Receipt
international culture collection | International Culture (Copy)
centre [e.g. American Type | Collection Centre
Culture  Collection  centre
(ATCC), European Culture
Collections Organisation
(ECCO)]
9) Material Transfer Agreement | Yes (Copy) No
between exporter/foreign entity
and importer/manufacturer in
India
(10) If the organism has been | Yes No
genetically manipulated.
(1) Any institutional bio safety
mechanism in place
(12) Safety/Generally Recognized as
Safe status (GRAS) of Copy
the microbe
(13) Declaration by the The undersigned verifies that all ingredients are approved

manufacturer or  importer
regarding safety and end use

for use by the Export Country National Regulator or appear
on their Generally Recognized as Safe list (Name of the
Regulatory Agency), or Qualified Presumption of Safety

(QPS) and each product

is intended for

human

consumption and is available for sale in the country of

origin without restriction.
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Note: (1) Mention “not applicable” (NA) wherever necessary.

(2) All data documentary evidence provided by the applicant shall be from international peer reviewed
journals, international bodies including World Health Organization (WHO) and Food and Agricultural
Organization (FAO). Only complete records or studies shall be provided.

Annexure A
Format for providing summary of data for safety

1. in-vitro data

Test System used Concentration used Biomarkers / | Observations | Laboratory

product Microbes / Cell | (1.3) _performance (1.5) name /

(1.1) lines / organ [Negative | Positive | "dicators Reference
culture / other | sontrol | control (1.4) publication (if
test system any)

(specify) (1.2) (1.6)

2. Summary of in-vivo safety (pre-clinical toxicology) investigations

Laboratory
Material tested and their _ Study Observations/ Name/
levels Animal parameters | conclusions References
Test (2.1) spectes or Citations
E-O details (If published)
Route | Exposure | Duration
level/kg
body
weight*
1. | Acute
toxicity
(2.2)
2. | Long term
toxicity
(2.3)
3. | Special
Tests
(specify)

* Basis for calculating the intended exposure level/kg/day/number of days in the animal/species selected.

Annexure -1
1. Description to provide summary of in-vitro data

1.1. Describe the material tested, purity, in case of botanicals or biological material provides
information on their standardization / marker compounds tested / activity tested.

1.2. Provide information on bacteria, yeast or any other microbes against which testing was done
including their NTCC / accn. Number / details of cell lines / details of organ culture or tissue
culture or any other system.

1.3. Provide information on Concentrations tested, negative and positive controls used in the
experiments.

1.4. Provide information on what aspects were measured as outcome of the test. For example, I1C 50,
cytotoxicity, dye uptake or reduction in dye uptake, preventing rate of growth.
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1.5. Give brief summary of the results obtained, comparison with controls, and any dose response
relations reported.

1.6. Provide complete reference of the publication. If the data is not published in peer reviewed
journals, but forms a study report give details of the report covering where the study was
undertaken, name of the institute or laboratory and its accreditation status and provide authenticated
copy of the same. Provide full length paper copy of the most important study only and give a
commitment to provide copy of other publications listed in the table when requested.

2. Safety studies: Provide justification on use of test material for normal human consumption.

2.1 Test compound profile and exposure level:

211

212

2.1.3
214

Describe the material tested for purity, in case of botanicals/ biological material /food /
food additives and color additives along with their standardization / marker compounds
tested.

Rationale for selecting the exposure level for experimental evaluation should be based on
the intended /day / duration in human. The test exposure level should be calculated by
standard body surface area method in laboratory animal selected.

Provide Rational for selecting the species.
Describe the rational for selected tests listed.

2.2 Acute toxicity: To determine toxic manifestations of the test substances preferably in two rodent
animals (mice, rats/rabbits) exposed to test compound within 24-hours period.

221

2.2.2

2.2.3

The study must provide the safety of a test compound at an exposure limit of 2gm/kg or at
least 10 times of the intended human exposure level and route.

The data should provide the observations on body weight gain, Toxic signs and the
severity, onset, progression and reversibility of the signs and mortality, if any, for 14 days
after exposure of test compound.

In case of mortality the Necropsy findings along with histopathological report be enclosed.

2.3 Long term toxicity: To determine toxic manifestations of the test substance in two rodentanimals
(mice and rats/rabbits) exposed to test material repeatedly as per the intended human use.

231

2.3.2

2.3.3

2.34

The study is required to be done with three exposure levels viz., Intended Human Exposure
level (Therapeutic Dose (TD)), Average (2.5/5 X TD), High (5/10 X TD), In addition,
vehicle control group should be included.

Dose level spacing should be designed to demonstrate a dose response and establish a
NOAEL or other intended outcome of the study.

The data should provide the observations on Physical, physiological, food intake, body
weight gain, clinical-chemistry and Hematology along with gross necropsy and
histopathology of major and targeted organs. In case of mortality the animals may be
subjected to gross necropsy and histopathology and a report may be enclosed.

In case the test material has a potential allergencity/mutagencity, the reports on special
investigation have to be enclosed.
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Annexure B
Format for providing summary of data for health benefit claims

1A. Summary of in-vitro data

Material | Microbes/Cell | Concentrations | Variables, Results Reference
tested lines  /organ | tested, negative | biomarkers, obtained of
(1) culture/ other | and positive | performance ©) publication
test system controls used indicators ©6)
@) 3) evaluated/measured
4)

Describe the material tested, purity, in case of botanicals or biological material provides
information on their standardization / marker compounds tested / activity tested.

Provide information on bacteria, yeast or any other microbes against which testing was done
including their NTCC / account Number / details of cell lines / details of organ culture or tissue
culture or any other system.

Provide information on Concentrations tested, negative and positive controls used in the
experiments.

Provide information on what aspects were measured as outcome of the test. For example IC 50,
cytotoxicity, dye uptake or reduction in dye uptake, preventing rate of growth.

Give brief summary of the results obtained, comparison with controls, and any dose response
relations reported.

Provide complete reference of the publication. If the data is not published in peer reviewed
journals, but forms a study report give details of the report covering where the study was
undertaken, name of the institute or laboratory and its accreditation status and provide
authenticated copy of the same. Provide full length paper copy of the most important study only
and give a commitment to provide copy of other publications listed in the table when requested.

1B. Summary of in-vivo data

Material | Laboratory Concentrations | Variables, Results | Reference
tested animal tested, negative | biomarkers, obtained of
used/knockout | and positive | performance publication
1) ; . R (5)
animals if | controls used indicators ©6)
used/ isolated 3) evaluated/measured
organ if used / @)

any other test
system

2)

(1) Describe the material tested, purity, in case of botanicals or biological materials provide
information on their standardization/marker compounds tested/activity tested.

)

Provide information on laboratory animal, knockout animals, live or anesthetized / isolated

active organ of animals (isolated ileum, skin cultures, isolated heart as examples) or any other
system.

©)

experiments.

Provide information on Concentrations tested, negative and positive controls used in the
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(4)

Q)

(6)

Provide information on what aspects were measured as outcome of the test. For example IC
50, pharmacological activity measures, gene expression, specific protein uptake or regulation,
biochemical markers, toxicology markers.

Give brief summary of the results obtained, comparison with controls, and any dose response
relations reported.

Provide complete reference of the publication. If the data is not published in peer reviewed
journals, but forms a study report give details of the report covering where the study was
undertaken, name of the institute or laboratory and its accreditation status and provide
authenticated copy of the same. Provide full length paper copy of the most important study
only and give a commitment to provide copy of other publications listed in the table when
requested.

1C. Meta Analyses

S.
No.

Participants Interventions | Comparison | Outcome | Pooled and | Specific
(age, sex, | (Specify exact | (Specify exact evaluated | quantified C|_tat|on
condition, intervention comparison, results . and | with copy
region and | used, number | number of conclusions | as

other of participants) annexure
relevant) participants)

Summary of individual clinical studies section/table can be omitted if good intervention meta-analysis is
available and summarized.

1D. Summary of human study data

Nature
of
study

()

Material
tested

Reference
of
publication

(9)

Results
obtained

(8)

Variables
measured

(")

Duration
of study

(6)

Inclusion
exclusion
criteria

()

Nature of
volunteers
/ subjects /
population
/ patients

@)

Design
of
study

and n
=?

(4)

and
their
levels

2

()

(2)

©)

(4)

Q)
(6)

Describe briefly the nature of study namely — open label, intervention study, randomization,
blinding or population study or diet and outcome surveys or epidemiological data collection
and analyses.

Provide information on Concentrations tested, negative and positive controls used in the
experiments.

Give brief information on nature of subjects / volunteers / patients involved in the study. For
example normal healthy volunteers, pre-diabetics, mild to moderate hypertensive patients,
volunteers with specified BMI etc.

Give brief summary of the design of the study like matched panels, groups involved, cross
over design, superiority study, addition study. State the number of volunteers or subjects or
population or patients in each group giving details of number screened, number enrolled,
number whose data is available, number drop outs. Also state the statistical analyses of the
data reported and test of significance. Also provide approval status of the study by DRB / EC,
adoption of informed consent.

List the inclusion and exclusion criteria.

State duration of the study — study period, duration of intervention, wash out period if any and
period of observation post stoppage of intervention.
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(7) Provide information on what aspects and variables were measured as outcome of the study.
For example pharmacological activity measures, biochemical markers, physiological
parameters measured using instrumental technics like EEG, TMT, echo, bone density, image
analyzers etc. Provide information on adverse reactions and safety aspects evaluated including
quality of life measurements and reported in the study. Specifically state if the study does not
report the safety or adverse reactions or no mention is made of this aspect. If any of the study
provided in this summary table covers a Cochrane review or a meta analyses review* provide
summary of the same.

(8) Give brief summary of the results obtained, comparison with controls, and any dose response
relations reported. Provide information on adverse reactions and safety aspects evaluated
including quality of life measurements and reported in the study. Specifically state if the study
does not report the safety or adverse reactions or no mention is made of this aspect.

(9) Provide complete reference of the publication. If the data is not published in peer reviewed
journals, but forms a study report give details of the report covering where the study was
undertaken, name of the institute or laboratory and its accreditation status and provide
authenticated copy of the same. Provide full length paper copy of the most important study
only and give a commitment to provide copy of other publications listed in the table when
requested.

2. Summary of claim support data for claims pertaining to performance / technological advantages /
consumer convenience and other claims which are not health benefit. The following type of claim statement
provide examples of claims covered under 2.

2.1 Claims pertaining to bioavailability.

2.2 Comparative content claims.

2.3 Stability or reduction in degradation during cooking or processing.

2.4 Claims related to adherence or sticking of cooking medium to the food processed.
2.5 Retention of aroma or taste.

2.6 Others, not covered above.

For the above claims appropriate scientific supporting data or documentation should be provided. In
case of 2.1 details of the bioavailability study or bioequivalence study or comparative bioavailability study
performed or reported in published scientific literatures or unpublished scientific study report. Provide
detailed references and copies. In case of 2.2 results of analyses of relevant samples using validated
analytical techniques conducted by an accredited laboratory would be required. Similar data would apply to
claims belonging to 2.3 to 2.5. Focus would be on the scientific validity of the methods employed, expertise
of the institution where study was conducted, and application of satisfactory statistical involvement.

3. For any of the claims under 1 or 2 above if any IPR exists provide the nature of the IPR with a
commitment to provide copies of the same if demanded. For any of the claims under 1 or 2 above if claim
support data includes regulatory approvals granted specifically or notified in regulations in other nations
provide information in a summary table. In case of specific approvals granted state the same and
authenticated copies of the same. For example GRAS listing or ingredients / product / claim approval
received by the FBO or applicant.

ARUN SINGHAL, Chief Executive Officer
[ADVT.-111/4/Exty./269/2021-22]

Note : The principal regulations were published in the Gazette of India, Extraordinary, Part IlI,
Section 4, vide notification number F. No. 12/PA Regulation/Dir (PA)/FSSAI-2016, dated the
11" September, 2017.
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