IS Fo Elo TA0-33004/99 REGD. NO. D. L.-33004/99

Che Gazette of India

STHTUT
EXTRAORDINARY
AW |l— Tug 4
PART Ill—Section 4

YR & WehtioTa
PUBLISHED BY AUTHORITY

| 44] =g faoett, sgwfaar, W&t 2, 2017 /919 13, 1938
No. 44] NEW DELHI, THURSDAY, FEBRUARY 2, 2017/MAGHA 13, 1938

T TS TRATC FT HATNT
(AT GTT LT TH ATH ATIEHTT)
srfergEAT

< feeety, 31 Sa<T, 2017

1. . 12/ v RfRgw Sesrdsmy(hv)/cruamaesms-2016.—are g7 Ud 719 (- arer
T G qERET & O sEe) Bfaaw, 2016, REH TR @ gRaT Ud 9T9E A, R
LA Al 04 ATAT o q1  TTET I9= 7 T6q19 T &, T GLeAT UF 71 Arer=a4, 2006 (2006
T 34) T GTT 92 FT IT-ETT (2) F @ (V) F TLTT STqAT ARAT T TANT FLd g, FHIAT ATSHIT il &TT
92 #T FHAT IT-LTT (1) F ATLAT | AUTAATIATE, TAZTLT TATIAT g ATl AT Tt ARt il STear
3T TAgRT AT 2 & o Ffoq = Afqaw 97 370 sfegm=ean St e 5= § T i Sy, o
TTAT STHAT &7 SUTsel FIU ST T At 7 9 o it srafer a6 g & 92, fF=me G s

AT STraT qATE, TR AT g, T FIARTE ATHRLT, ATLATT @I qLAT TH HIAF T,
G UF SO TTEH, URSIU 9ad, FeAT U, T fRoef-110002 FT 37ar IF<or % T Iq
regulation@fssai.gov.in 9% ST ST THAT 2;

AT ST AT, ST AT {7 FARE F IF T @Hi & o § G & S7 996 8, ST
et srafer it aarfa & qger, T 9rer geaT Ud AT ITTEwr g7 39 9% o= o sroem)

566 G1/2017 (1)
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1

2.

&y fafaas

Tfera A 3} WA= =9 [AfRgwT #7 "9ierm 9% g qeaT i} qE (-FiEe grer va |
ARt % forw srwTes) fAfREw, 2017 21

G, —(1) == AR=w #, S 9 o a9 #§ st srufera 7 2n-

(a)
(b)

" & @ g S 7 aAfafie, 2006 (2006 FT 34) wfi €

"FAHIG" & TG AT T & & qF STHN o (o107 SArertara Vet @rad a+q a1 @1 a9q
+ fafawtor, e, w71 smama i auta st & 58 =3 afafem % sata aqm
o Bt s e % el aqufa ey T e g

"gTer A" & =6 sfarfa= &1 g 4 % Sfqvtq efua I i @rer qeeT fiT 7S
ITFArRT STTersra |

TET THH T 3T ATATIUT, Tq ATSHIH | AT THeh Sfasia ey 70 =aHt a7 Gfa
# givarfoa asx i srfdreafRrat &1 3@t st g S srfarfaem, Rt a7 Rt § 5=
TaT RT3 B

4 SIqATET IS fhT S it It (1) @1 aqe & fafaiar a1 s, suied aeamEsi i
e F AT, TATRATT T |, a1 77 I, a1 7&7 I, v =97 IV, a1 77 V, I1 77 VI grex
STTEERTOT T TEqA Tl

GTE TTTHRLT raee St q9T ATt 97 |, 1 959 |, 71 =7 11|, 1 9=7 |V, TIT 9=7 V,
7 & VI | IeAred aarsi sl SareAr Hal

G ATTERTOT ST T ATT T THF TEATAS, e AT TASTHIOT, AT AFLTF 2T, TEdT
T o forT fAeer T gaaT 2

G ITTAFT, QT T3 F GLAT ATHAT o AT 97, T€T VI F SAqH, AqHET T2
FT THRAT § FAAAT ATAGT I TEATHIT FHT ThaT gl

STgT AqHET Y& T STUAT, @Te SATIE YaTa® ETHa, T, GEasiiednid, T
T, AT ThTeATer % FFAUT 3T TTHiasw &7 Ha qrer @Fus a7 datea Ioanad
ATAEET T fEEOor THT0TT= Joqd FH

YT SATITE TATAF AT A & AL (0 1 F Bt off Fofe % fBeg srewer, @
TTFErsReor o HHeET et STa< ¥ T

U GTel AT TATAF, ST AT, GTX TTEHT o oty gy =739 21, =@rer arfersrwor i
Jom ¥ fo=T g aeteT IT=reT IET FT 99T g

g grfersrer, forfea =9 & gt o 7o Freon ®, Bt arer y=Tered @ g1 e e
T TS T T AT (e T T

T ITTAFHTIT TG ITIL FLeA il [ea 19 il THI-HHT T FHEAT FT ThdT 2

T3 GTer AT T ® 99 T8 T w3 % oo #or 21 & o @ a=g % o
AHIEA VA 33T 747 8, S99 Tareey  forg #ire S[rfew 8, a7 g donre UHT @Ter aeqa
& raTg, f@Atwn, G, a1 Faer @i AEted ®O ST @ qear i 9eE (@
SeaTeew) fafeae, 2016 F IUSET F TTAE @I ATTAFHIT Fl TAAT I gU STEHFHT TATZLT
F % o gy Iz
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(11) @7 AT ATAFTET ST ATHIZ AT T A A=wi o siavid @rer STTereor g Aied

T A T GLAT & Fael § T e HT PO il Toshrer @rer STTEheor i gr=rd HeT|
4, Rffwtor, wemor, fw, R, smma sanf F R 9 aqaea- (1) #32 $f safr g srfasr
F IF AHIEH & faAT Referied arer aqs ar e Sagat w1 [Eairn, s, @, Bawr v

ATATT Tl HT:-
(@) =T H HIAT STANT & HIS S(ASTH Aal L@ a1l 419 @l T&Te AT @Ter TaTe T
AT A AT,

(b) T H AIAT IANNT T SAETE @ aqTel T 39 AT F siaeiq a=r0 7u e
s+ Tffat ¥ fAfds 721 fro o = s,
(c) T AT TR 3T THERTIT HT;
(d)  FTEI STRATEhT T ITART Feeh ARTHT AT THER T @Ter 9T
(2) =a EfFEEl F waa™ T8 AfaEaT F qdta aq1e U el At seEr [T #
TR @ i 7 10T § gl gl
5. @ AR T491F, €97 VI F AqAT AHET T&H FA & a7, QT v i qAF (@

FTITE T ATSHIRAT ST gsfisneon) fafaaw, 2011 & fAfRtee aimar % saw areaw & fore sraes
FLTI

=T |
[ 3 (1) 37 3 (2) 3]
A=-ffde @rer sk @ gard F sawiae # g smaee ey
AT T ATH:

WETE 7. / BT A

HIST T ATH:

ATSHE TEAT AT S Bl

FTITT T T

TTSATHE JEH:

HIST T I

AR

TS /HH &

e THET HATY IULh SHA ST I 997 6 q1eqH & T ST

=7 |l

[BfTe 3 (1) 3 3 (2) 34

T @Ter AT @T SrE# 7 Toheian & TART died T Grasil 7 THEha FEAT AT §, F g saad :a
T A<k HI MHTATET TAAT STASH FHLETHT g, FATG
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l. TEATAd @1 & [orT e a9 Afee #7, afe 2 2
1. gEaTad SATE/ATHHT FT A1;
2. JEATIEd IUTE F ATH 7 A=

3. IcqTE FT FAEqa H3=T (IR | ATTH F¥ T ATHOIAT 37T TTSTh! it 7T HiZd) T&TH FL
4, FTRIAT FT A (SE, THAEE, TTEA AT GEAS )
Ste, aeeata AT Feastias |1 & AT | SOae 3 IS #°7 9 Soora a7 S 961 §

(a) FrE T ATHREERET) (=7 3o § v A1 afeen 7 amiEt 2 a7 FoEr 9w Feae
] srartq UET g wmH it e e i {fy § vaueeee § geag T2 T i s
T FATEUT 59 AT § 98t a1 % 6T 34T 8

(b) ST Y& <. o Ieama/AamndT geiera 8
5. FAT TR T AfFaTs i & gaferd aearest Yo Iqasy F#aTi|

6. TaeTtel, @Ml 3T T8 9+ ITUHi * o7 6eqa s\ Iq8d T (ST 3 AT sgE s sTeerT
ufus gRT RgTia §) Tohe F3, gl G6qd aHF Jqad e gl

7. ATHM A7 IATE FT FTATHF STAT:

(F) AEE START Fq AT THE H TEATET STE & HIATHE TIRT AT [ L8 AL

(@)  TART &0 = AT g ST & SAT=ed SA1Q & A1 ST 6 [T Tearast THIT digd dierd
e SUetsy FATT

8. U AT T ATATIAT STTNT ITAE FLATU
(F)  ITATHTSA AT Gr FETAre w Atore |, afs yeqartad e Icars / andy i S g
(@) T TEATAST THTOI o AT Sfi=cg gigd STHIRTA Y MATarst ®l IEqrad T 3caTs

& faferg /g,
@ fRETET Fr A =T FET STTRT ST TfRomHT A7 srrEt grieat off Suetsy Fearft ST e
2l
9. JAT Te7 LA TANATAT TATIT A€ AT AT TARTLTAT TATAT FIALLH AAAT TTH

STARTTATSAT & AT T THTOTT IUeTsel FXATAT IRTT ST T Sreaah 1T arar {0 70 e fEaor |t
T IATET F AqHAT T TG Far g1 UE 20T &7 TH1orTsr § T|matae ATIEst, Toer #q¢, ITHIT A7,

e Tgue (el i, wuw, wHere, /g, vHUA, TS, UAsrE), ITHRAE €9 F 970 S arer At 7a1T,
TSI, FreATersd AFay, ST, arEuaus, S-HTedl, Fiel T=T ATTH g ATRY ST TRISTHE SArai
TE 7 TS GHIEE AT | q<h g AT Ul fEgwor (Sg=e it ST, ooy fit TAT 9% ST=EmT,

Toaeiear, g, Afredr ua o= ateror fAter) & o St sraeashar g, arasha qireAv fEfeam #ir
TEHT % T ITAY FLATAT STTUIT

10.  wEATET o § ATARTH T &7=T 23 TAT G LT U A9 (TR e FafenT) &g, 2011
& T w1 Aefertaa ofrd=ht & |rer "serr T ST 8-

‘AT g T A
1. ==t it f&fer: Fam Ieare F T g s TRt FT fErawer 3uersy F)
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12.

13.

14.

15.

16.

17.

18.

ITUTE T ATEA AR T AT AT AF ST 7 RAwar (9% shaw deaa) Iuetsy FXATAT SATUAT|

TIRT % forw faega e afga ey seor &t o oiv suaw afkRafagt s Saars &7 €Y
T H TARAAT o AT SAUTETT L TATH Tl ITAe FHLAT TEL g

3T T @I T ZTAZTH (FHIAT SeqTasT Herd F2)

(@)  TIRT & AT &5 (FIATH <7 <90 § FRerd ITANT & TI19a sfag digd, $F, JUAT,
FATEST, ATELIOET, ATATH A A9 § THord @rer s7aeT g7 AHataal)

(b) @UT ¥ T 9T,

(c)  TRTITCHS TATH;

(d)  THRRTHF AT YA TATE

AT SATHHRTL: (ST e AT FAThaT 72939 T&dqTast &l §eld FHAT gR)

(a) Tg AT Aaah gIRT GTHAT T GTer STE 9T TR AT i Argrorg geeam
LTI T FLEAT AT SATEH AT FHIET 92 AT gt

(b) AT GIAT (AT TR i< Ffe FoFaT 1 #rE arfafiss sreaa):

(C)HTHE AT I AT, TS FIS 3,5
(d  feuTRar serE;
() TS wdfteror % forg whW 2w, wrHHe fEoem aie, gEEced [Fier 2

HETH, THE-T4 TARTHTcHe (SoT<haT STeaa+ & qiom;

(f) et farfere ST aeg sratq et AigdT, AT Fardt qrare, a9, 9 AT 97T FHSA
A 9T TEATEd ITATE AT ARRAT FT AT TTade T9TF qg1 T2, AT TSFNT FTA FHT 77
STAY h{TAT;

(9) I 9T | T2 ATHRA/ITATE 7 SHAgTe (AT §d H3);

(hy  TISAT @ @99 & H19 ASAl H OTISIAT A9AT AT Tidgd Tl 6l T At
AT RdTel Jer <, GTer gLaAT AT ATAST A Tqresy 9 o FIead, AR °rer ud

ST T, XA A, G AT S ol IS e ST T TSl e # o
STl fBrd T SRS AT F9 T TP AT AU USRIl g 991 &t 72 e "o

Y,
(i) STHTTHT T STETT ST, TTI0T TAT 3T FATIAT T7e it SATehrr

farffemas Rufa: 37 3o %1 oo F¥ TgT ToTer a7 TIeTel ’a ST * forw 3eare a7 arasfy

#T AIATT G T'TT AT ATE gl T UAT § Al STAMHIS GRT @ad A7 &G JAT 3297 gaiad
TRl T ST FLATUI

TEATET IcqTe o foIT |Ter AT | oTfHe Araash ¥ IcaTed Ud JT TR ATHd: &SI,
T, -0 F S "9 % THed i v

AT FTEATASTT 0 GAT: ATAGH AT 6 qHIT H TEATASAT hl SAH AT AT TAT BT AT Al
TEAT T2 9T AT IS % Hagl § AT
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21.

ST T ITASH FLATT T FHET FEATASIT THTOT o FqE T 3T @ UF FH G
e ATUEIT THFET THIAT TS, AL [ § 7 g AR haet Tof RFiE a7 37277
SqAeY FLATY FTUA

ATAEH HT AT TF gEqTe<
&7
[T 3 (1) &7 3 (2) 3]

QT ATAAT F T straee S 297 § 7 ST F TS gfagre afed uig afef{aw F aga R ff Rt
7 fRfke i &

(@)  STITE FT AT,

(b) T ATH;

(c)@T=r FAuft Tt Fle;

(d)y  TAHTor srerar Fwtor fF g sramET Fata v Bt i sser guar f{oue 9r G i
ESC 1N

(e)  wTEdE i ufd (afx 1% 2);
(f) ITERAT 3T st ¥ 97T afgd fHear /=T,
(@  Frear i At Rt

(hy AT FT &A@ (SE, TEAEE, T AT EAsiaT) S, aqaeqid I7 GERsias | &
o | S{A S TSI 1 o7 oo T ST ahar @

(i) 3w STFRT =T

(j) Fevereror = ot s,
(k)9 Stra fEorear 21eT ofie;
(1) ST T =T Af L

(m)  FH=TT i

(ny  wfer # fAfAwTor TR,

(0)  WTIATT AT STIHTH TUR & [RoT-T3er & AT (SH7 Fivrst / Tt / fiar
T / T / 9T (=) 3 a1 Aigd ATl f [ERTer it T 3 qad a1 il
HIOTT|

&7 IV

[ 3 (1) & 3 (2) 3]

qT 141 o oy e

(1) STLTOT AT [T AT ATH
(2) ST T AU AT [ FHT ATH (FIAT T5T HT FATCHE A0 & AT o6 TR HRH TRIEAH/ A T

em/adr-smiee o)
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(3) T ATSAT T ATH, MEUATH Fa< ¥ AT

(4) A& (AT I2)

(5) FISHT * ATATT TAHA I AT AT oot

(6)  TUART & Fa< e forw swaee

(7)  aTHIT FT AT (SO, THEAE, A AT GEAS )

(8) SUHTH USIET FIXT SITTEH her

(9) WT(ETT) § TT<T T FHTATHS S[THHT T T F0 Foraeh forT srqHTas sraferd g

(10) &7 AT U HHS (GTH 3T AIAF U @1 A7) fafaaw 2011 § f@faamss fafa

(11) aﬁmﬁaﬁaﬁ%mdwuw*%?ﬁ@qm ﬂﬂﬁéﬁ@?ﬂﬁﬁﬁaﬁwﬁﬁﬁ%aﬁ%ﬁ
et fafFa #re (srefET), T 9rer qeaT ITaEor gre 91 Aeefodr eide ud

ERREIERII

(12) =T 7 AT OS9G 9= 1| H Ffa g

(13) 9r&F Stra+ fRaear =1eT offe

(14) QT qAT U q9F (TRONT UF satenT) @faw, 2011 F Sqa< oa

(15)  ¥TeAT AT

(16) 3cuTew fafer

(17) fagroo fafer

(18) =HHATT #iT T

(19) waTfee F1eF * AHo § Sfeataa ®2 & F7 Tg TTHds I7 ITHids TH STI9aT F AT
e 8 o7 13 37 Fa g a1 (37 aih) TN HedT 3Tesd FIATU, g A1 2|

(20) =fT I *T IS | THTHH TETAF F €T § TANT F7A7 ST 2 a1 FoFeft sraforg =a< =1 fAfde
T ST AT IcaTE § AT BT 96T B

&7 V
[fm 3 (1) 3 3 (2) 3]

TEHEHLUT TR 3 USTEd & o7 e sy

(1) =¥
2) T

(3) AT WX, UrsITSH ATATATE (AT, ST sl HTAT, TG sl AT, GEHSIAT AT, HUSTIOT
AT il AT T F ITAY FLATAT AT THAT &

(4) T

(5) =

(6) w=T | H AT SATATT FALGTOT T T/ I
(7)  9FF Strae oAt 21er ofie
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8) W AT UF " (TS UF arater) A=, 2011 % SAqHR a0

(

(9) AT STEEET
(10)  fRwfor sfaea
(11)  f=goor f&fer
(12) =Wzt ¥ F
(13) ST qegisd
(14)  SAUgT sreaTy
(

15)  Sifqw @Ter § WIS USITSH / TEHERT0 HgTaa FT TATE
(16)  sifaw IwarT (mrer e+ S a8 7w T ST 8)
(17)  &ifaw IoqTe o srfaforg =T
(18) uStame
(19) fAuT<RaT T@T
(20)  wifaepet wTE (FfR AL 2N
=9 VI

[Bfee 3 (1) 37 3 (2) 3]

GEHSial, Faeh TaT AT g AT T AT @I M= GT AR F FFI4l & T e ITE9-

G ATAT GTT & 6 €T H ITTNT g ATl GEASAT o oI Tferd er

#%.9.
1, eI T T Sfra T FaF
2. JEASE & T8 Stee g T
3 =q Teefy AT
ERED TER (T T8
4. e T &7 H QAF g1 | LT S8 998 § T&qq | af TBl
BRI I FEAIE R
TR fA=ro7 Fes(
5. e HEH(d 608 § TEqd &l | HpId 99U & 917 Tg 9q1 | a4 &, e (7))
6. e TP HEpd §U8 | TER (A §UE T A9 U 9q7 | 924 4. e (7))
w7 T g
7. Tfe sraTaq ofi s e | 9T 39
T I : —
frasft ST &1 AT 3en/ | "@ad 4. g (vf)
T qar
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8. 7T LTSI TEHId g & | AAUEIT HEH(d 9Ug HT EEC R g (wfa)
w2 T 21 (SeTgmd T U qaT
FHTHT TTT HER (T YE,
FAITHA HTSHIATATATSIT
SR
9. s swE quarfa/ | & (37f@) GEl
HTar % /9Ta § raTas
e AT ZEqTaor
qHEATAT
10. T e % a1 gatas | gt GEl
FARA gs @l
1. AATNF e FT TFE | IR Ieaiads FIUAT T T T
Tf-l’ﬂﬁ\_rl_rl'
12. 7z IR sfada g eafiads £ whfa St =1 gfafa T
13. TfT STUAT TR AT TATISHE e i TFH(d Ta
et Shwr wfeafea EEIE) =
FT e H Tharifes g wet/ | vderafew
vy St afFafera 22 e =rEor
T
14. JFT T TS AT HTHT giagl/ | TR
15. Ferew faeft e o |r
gt wre aragmT g
ik
16. TS TEANTT ST AT T
17. qEASa T GLear a1 / gfa
feafa
18. AT 3T ATAT SUART | ALTZEarensy I F2ar g o a9ft dees
“*"%T? FFIRTAT SCTAF || s it Sporer Y972 29T ST 35 o srgere 2
& STTAT A ST ATHT=AqAT STHITOTT qIerd qAT (AT )

T (TSTEY T ATHIHTINT &, S JeiF IeE A
ITART F o 7S 8 o g1 3o # wiaarer & famr ey
& o IUers g

(1) 3eaTg Y H=
(2) I || ® T & =7 § f3aeor &1 J9rr 957
(3) 9o Sftae fRRuwar 227 ofie

(4) @ qLAT UF HIEF (TR0 i atenT) e, 2011 F aqEm a9
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(5) fafamtor wfFar
(6) fargroor &t fafer
(7) qEeT SEEEY
(8) wweAIT & wid

&7 VI

ERUIES)
[Afee 3(4) sz fafq=w 5 39]

1. smaeq faa:

BT AT &g raad - fafqew

AraeT HET:

e i fafer

T/ FT ATH:

USTTRd FTATAT T T4

Afera =t

TEqTIad ETT 3ATS T ATH:

2. smaew #it feafa

ST feufar T / e

IeaTe Aof;

JUTE Al ATH:

3. 99T

e FEuAud F. | AT (StrodT 37

4. TTHAIE gq oI
5, AEATHT F forw Feor, Ffe #re gr

(erferge eamerd)
T AT, T FIATATAS TR

[T 111 /4/3781/407/16(187)]
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Authority of India)
NOTIFICATION
New Delhi, the 31st January, 2017

F. No. 12/PA Regulation/Dir (PA)/FSSAI-2016.—Fhe following draft of the Food Safety and Standard
(Approval for Non-Specified Food and Food Ingretb@rRegulations, 2016, which the Food Safety arahd&trds
Authority of India proposes to make with the prexscapproval of the Central Government, in exerofsthe powers
conferred by clause (v) of sub-section (2) of set®2 of the Food Safety and Standards Act, 2@d60f 2006), is
hereby published as required by sub-section (Eeofion 92 of the said Act, for the informationadifpersons likely to
be affected thereby; and notice is hereby givehtti@said draft regulations shall be taken intosideration after the
expiry of a period of thirty days from the datewhich the copies of the Gazette containing thisfication is published
are made available to the public;

Objections or suggestions, if any, may be addregs#ue Chief Executive Officer, Food Safety andrfards
Authority of India, Food and Drug Administration 8kan, Kotla Road, New Delhi — 110 002 or send ® émail
address of Authority at regulation@fssai.gov.in

The objections or suggestions, which may be redeirnem any person with respect to the said drajtiisions
before the expiry of the period specified above]ldie considered by the Food Safety and Standsutteority of India.

Draft regulations

1 Short title and commencement-These regulations may be called the ‘Food Safetlytandards (Approval for
Non-Specified Food and Food Ingredients) Regulati@d17.’

2.  Definitions.—(1) In these regulations, unless the context ottservequires:-
(a) “Act” means the Food Safety and Standards 2@®6 (34 of 2006);

(b) “Approval” means a permission to manufacture, distribute,eselinport any article of food or food
ingredients, intended directly or indirectly forrhan consumption, that has not been permitted under
any other regulation made under the Act;

(c) “Food Authority” means the Food Safety and 8tads Authority of India established under section
of the Act.
(2 The words and expressions used herein andeifioted!, but defined in the Act or rules or reguat

made thereunder, shall have the meaning as asdigtieeim in the Act, rules or regulations.

3. Procedure for grant of prior approval.—(1) The manufacturer or importer of articles ofdaghall submit an
application inFORM 1, or FORM II, or FORM Ill, or FORM IV, or FO RM V, or FORM VI, as the case
may be, along with requisite documents and feaad=bod Authority.

2) The Food Authority shall scrutinize the applicatiand other information stated in FORM 1, or
FORM I, or FORM lIl, or FORM IV, or FORM V, or FOR VI.

3) The Food Authority may direct the applicant to sitbadditional supporting documents, data or
clarifications, if required.

4) The Food Authority may either grant approval oectjthe application, as per FORM VII, on the basis
of the safety assessment of the articles of food.

(5) Where the approval is granted, the food businessabgr shall submit certificate of analysis of the
production parameters relating to chemical, nainii, microbiological, heavy metals, pesticide
residues and naturally occurring toxicants to thed=Authority.

(6) The food business operator may file an appeal bettoe Chairperson, Food Authority, against any
decision of rejection of his application.

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

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

(9) The Food Authority may review from time to timegthmount of fee for filing an application.

(10)  If the food business operator has reason to belieat the food for which the approval has been
granted involves any risk for health, he shall india&ely suspend the import, manufacture, sale, or
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distribution of such articles of food and take stedp recall the same under intimation to Food
Authority in accordance with the provisions of tlk®@od Safety and Standards (Food Recall)
Regulation, 2016.

(11) The Food Safety Officers and Designated Officesdl sSmmediately inform the Food Authority of any
complaint received regarding safety of food appdovg the Food Authority under these regulations.

4. Prior approval for manufacture, storage, sale, digibution, import, etc. —(1) No person shall manufacture,
store, sell, distribute or import the followingialés of food or food ingredients except with theopapproval
of the Food Authority, namely:—

(@) novel food or food containing novel ingredients hawing a history of human consumption in
the country;

(b) food ingredients with a history of human consumptio the country but not specified in any
other regulations made under the Act;

(c) new additives and processing aids;
(d) food manufactured or processed with the use oflneetnology.

(2) The provisions of these regulations are initaaldto and not in derogation of any rules or Hagjons
made under the Act.

5. The food business operator shall apply forlitense as per the procedure specified in the Fafdty and
Standards (Licensing and Registration of Food Bassias) Regulations, 2011, after grant of approvadex
FORM VII.

FORM |
[See regulation 3 (1) and 3 (2)]
Application format for approval of non-specified food and food ingredient
Name of the applicant:
Mobile No. / Phone No. :
E-mail:
Name of the organisation:
Licence number if any:
Nature of Business:
Organisational Background:
Address of the organisation:
City:
State/UT:
Note: All communications will only be made through th®ae email and phone number.
FORM I
[See regulation 3 (1) and 3 (2)]

Persons applying for novel food or food containingiovel Ingredients or processed with the use of nove
technology shall furnish the following information, namely:—

l. The target group for the said proposed foodnif:

1. Name of the proposed product/Ingredient:

2. Justification of the name of the proposed product:

3. Provide the detailed composition of the producttjwjuantity of the ingredients and additives adideitie product)
4. Source of ingredient (animal, chemical, botanigainicro-biological)

In case of animal, botanical or micro-biologicaliss® genus and species may be mentioned
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(&) Any New Ingredient(s) [Please specify if the pradutad one or more new ingredients] meaning any
ingredients which as on date is not listed in FSadety and Standards Regulation, or an ingredient
which has been introduced for the first time ini#nd

(b) Evidence proving that the product / ingredientaifes
5. Please provide the documentary evidence regardmgatory status of the ingredients.

6. Indicate the recommended daily allowance levels qpscified by Indian Council of Medical Researchy f
vitamins, minerals and such other nutrients whecemmended daily allowances are specified.

Functional use of ingredient or product:
(&) Specify the functional use of the proposed prodtutte target group for human consumption;

(b) A brief description with documentary evidence of #ame may be provided along with justification
of data etc. for the quantity used.

Provide intended use of the new product:

(a) Specific benefit to the consumers or food manufaesy if the proposed food product/ingredient is
allowed;

(b) Specific advantages/disadvantages of the proposed product to consumers and manufacturers
along with justification, supported with documentaridence;

(c) Any other perceived use of the manufacture andltesduadvantages or disadvantages may also be
provided.

9. Certificate of analysis from third party NatibnAccredited Board of Laboratories or International
Laboratories Accreditation Cooperation recognisdabfatories shall be provided which demonstratestimpliance of
the ingredients or products to the specificatioalaimed by the applicant. The certificate of gsial shall include
chemical parameters, nutrient levels, calorificugalmetals contaminants (Pb, Cd, As, Cr, Cu, Sn,Nig naturally
occurring toxic substances, aflatoxins, pesticegdues, TPC, Y&M, E-Coli, Coli Form and freedorarfr Pathogenic
organisms, and other chemical parameters. Theatatidtest method as needed for the analysis (withimation on
Limit of Detection, Limit of Quantification, senaitty, repeatability, specificity and other test timeds) shall be
provided with references.

10. Proposed label in compliance with section 23haf Act and Food Safety and Standards (Packaging a
Labeling) Regulations, 2011 to be attached withftiewing heading :—

‘PROPOSED LABEL FOR APPROVAL’

11. Method of manufacture: Please provide thegs® used for manufacture of the product in detail.
12. Real time or accelerated Shelf Life or Stabif product (shelf life studies) shall be provide
13. Specific conditions of storage must be providkhg with detailed directions for use and expedélieeffect

due to failure to store the product under optinmadditions.
14. History of consumption of product (attach sugipg documents)

(a) Geographical area of use (with established histbsafe use in at least two countries, regulatethby
Food regimes prevalent in EU, USA, Canada, Austrdiapan and China;

(b) Average quantity of consumption;
(c) Positive effects;
(d) Negative or adverse effects.
15. Safety Information: (Documents on risk assesgmetoxicity studies to be attached)

(& The information shall be based on safety or rideasment review from published studies and safety
studies conducted on the ingredient and food prdalyithe applicant:

(b)  Safety information (literature based and if anyiiddal study conducted):
(c) Information on human studies, if any;
(d)  Toxicological studies;

(e) Results of Ame’s tests to test mutagenecity, chsomwl aberration tests, studies for reproductive
toxicity, prenatal developmental toxicity studies;
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16.

17.

18.

21.

® Provide evidence to demonstrate that the propossdupt or the ingredient will not adversely affect
any specific population groups that is pregnant aojlactating mothers, children, elderly or any
other vulnerable group;

(9) History of new ingredient/product in other coungri®ocuments to be attached);

(h)  Allergenicity: Attach published or unpublished regsoof allergenicity or other adverse effects in
humans associated with the food consumption, Attaplbrts prepared by World Health Organisation
or by other national or international agencies oasjble for food safety or public health like Codex
United States Food and Drug Administration, Europé#ion, Food Standards Australia New
Zealand and other agencies;

0] Information on dietary exposure, nutritional impaot potential impact on the consumer.

Regulatory Status: Mention the countries whtee product or ingredient is permitted for directindirect
human consumption as food. If so, provide the leral purpose of consumption by the consumers \uith t
relevant regulations.

Copy of agreement of relationship of applicand manufacturer and other entities involved in fibed
business of the proposed product, namely, markietegrter, re-packer.

List of documents attached: The applicant sitgdich an indexed list of documents in suppothefapplication
and identify these in relation to the informatiarde herein.

All data documentary evidence provided by tppliaant shall be from international peer reviewedrnals,
international bodies including World Health Orgarisn and Food and Agriculture Organisation. Only
complete records or studies shall be provided.

Name and signature of the Applicant.
FORM III
[See regulation 3 (1) and 3 (2)]

Application for food ingredients with a history of human consumption in the country but not specifiedn any
regulation under the Act:—

(a) Product name;

(b) Proprietary name;

(c) Food Category System code;

(d) Manufacture or Intend to manufacture or importewish to Import or market or wish to market;
(e) Copy of license (if any);

(f) Detail Composition with quantity of ingredients amdditives;

(9) Regulatory status of the additives;

(h) Source of the ingredients and additives (anima&ngbal, botanical or micro-biological) In case of
animal, botanical or micro-biological source geand species may be mentioned;

() End use declaration;

(1) Complete Certificate of analysis;
(K) Shelf life stability datasheet;

() Label and Claims if any;

(m) Copy of agreement;

(n) Manufacturing process in brief;

(o) Declaration whether Recommended Daily Allowance ueal of ingredients (like mineral/
vitamins/amino acids/protein/metal etc.) are as Ipdian Council of Medical Research guidelines
along with the age group.
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FORM IV
[See regulation 3 (1) and 3 (2)]

Application format for new additives.

(1)
(2)

3)
(4)
()
(6)
(7)
(8)
(9)
(10)

(11)

(12)
(13)
(14)
(15)
(16)
(17)
(18)
(19)

(20)

Common name and Chemical name

Category or Class name of the additive (Please theefunctional name of the additive, namely,
Emulsifier/Preservatives/permitted sweetenersfaxitiants and other additives)

Name, INS number and quantities of the food adefitiv

Purity (Food grade)

Acceptable Daily Intake or status as per Codex

Level of use applied for

Source of the ingredient(animal, chemical, botdrocanicro-biological)

Risk Assessment by appropriate agency.

Brief description of the functional role of the dtilee in the food (S) for which approval is requre

Regulatory status in Food Safety and Standards d(Hémduct Standards and Food Additives)
Regulation 2011

If response to the above is negative, Please giterriational approval status like CODEX, Code of
Federal Regulations (United States), European Rafdty Authority, Food Standards Australia New
Zealand, and other agencies.

Certificate of analysis as in Form Il

Shelf life stability data sheet

Label as per Food Safety and Standards (Packagthgabelling) Regulations, 2011
Safety information

Method of manufacture

Method of analysis

Copy of agreement

In case of flavouring agent specify whether it éunal or nature identical or artificial or synticeand
in case of colouring agent provide (Colour Indexdpar number where applicable.

If the additive is used as a processing aid imptiegluct, specify any residual levels that may kesent
in the final product.

FORM V
[See regulation 3 (1) and 3 (2)]

Application format for processing aids and enzymes.

1)
(2)
3)

(4)
(%)
(6)
(7)
(8)
(9)

Name
Synonym

Molecular weight, enzyme activity, purity, watemtent, ash content, microbial limit, storage
standards may be specifically provided.

Specification

Source

Certificate of analysis as specified in Form I

Shelf life stability data sheet

Label as per Food Safety and Standards (Packagthgabelling) Regulations, 2011

Safety information
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(10) Manufacturing process
(11) Method of analysis
(12) Copy of agreement
(13) Risk assessment
(14) International practices
(15) Effect of food enzyme or processing aids in thalffood.
(16) End use (specify food in which it is to be used)
(17) Residual limit in the final product.
(18) Acceptable Daily Intake
(19) Toxicity level
(20) Adverse effect (If any)
FORM VI
[See regulation 3 (1) and 3 (2)]

Application format for articles of food and food ingredients consisting of or isolated from microorgaisms, fungi
or algae:—

Data required for microorganisms used as Food (ihréed) or Used as a Source of Food
Ingredients
S. No.
1. Nature of microbe Bacterium Yeast Fungus
2 Name of the microbe Genus Species Strain
3 Source Indigenous Imported
Isolated Culture Collection
4 If locally isolated Deposited in the | Yes No
National Culture
Collection (e.g.
Microbial Type Culture
Collection, National
Centre for Disease
Control)
5 If deposited in Culture Name and Address of | Reference No. Receipt
Collection Culture Collection
(Copy)
6 If bought from National Name and Address of | Reference No. Receipt
Culture Collection Culture Collection
(Copy)
7 If imported and privately Country of origin
Isolated
Name and Address of | Reference No. Receipt
the Foreign (Copy)
Organization/Industry Py
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8 If bought from Name and Address of | Reference No. Receipt
International Culture International Culture (Copy)
Collection (e.g. American | Collection
Type Culture Collection,
Journal of Clinical
Microbiology )
9 Material Transfer Yes (Copy) No
Agreemenbetween
exporter/foreign entitgnd
importer/manufacturer in India
10 If the organism has been Yes No
genetically manipulated.
11 Typeof genetic manipulation| Induced mutation Recombinat DNA Technology
12 If induced mutation The nature of mutation | The nameof thegenealtered
13 If RecombinanDNA The nature and Sourcke
Technology plasmid Vector
Foreign gene insert Nature Source
Whether vector contain{ Yes/No The name of antibioti¢
antibiotic resistance gene’ and concentration
14 Any other markers on Yes/No Type
vector
15 Any precautions/safety
Issues specified with the vectof/
foreign gene
16 Any InstitutionalBio Safety
mechanisnin place
17 Safety/Generally RecognisedCopy
as Safe Status of the microbe
18 Declaration by the The undersigned verifies that all ingredients aproved for use by t

Manufacturer or importe
regarding safety and end ug

r Export Country National

Regulator or appear on rth&enerall
eRecognised as Safe list (Name of the Regulatorynégle and ead
product is intended for human consumption and is abklfor sale in th
country of origin without restriction.

(1) Composition of the product

(2) Certificate of analysis as specified in Form Il
(3) Shelf life stability data sheet
(4) Label as per Food Safety and Standards (Packagthgabelling) Regulations, 2011

(5) Manufacturing process
(6) Method of analysis
(7) Safety information

(8) Copy of agreement
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1. Application details:

FORM VII
Approval

[See regulation 3(4) and regulation 5]

Subject:

Application for Approval — reg.

Application No:

Date of application:

Name of the FBO/ applicant:

Registered office address:

Authorised person:

Name of the food

product:

proposed

2. Application status:

Approval status:

Approved/Rejected

Product category:

Product name:

3. Composition:

Ingredients

Food Additives

Name

INS No.

Limits (GMP or
mg/Kg)

4. Conditions for approval:

5. Reasons for rejection, if any:

(Authorised Signatory)

PAWAN AGARWAL, Chief Executive Officer
[ADVT. lll/4/Exty./[407/16(187)]
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