T |, S1.ue.- 33004/99 REGD. No. D. L.-33004/99

Che Gazette of India

1.5 -3T.Ue.-31.-16112021-231161
CG-DL-E-16112021-231161

HQTETIT
EXTRAORDINARY

AW | 1—EvE 4
PART Il1—Section 4

TR & THTIT
PUBLISHED BY AUTHORITY

T, 562] 7% ReelY, FwaETE, TR 15, 2021/F1 % 24, 1943
No. 562] NEW DELHI, MONDAY, NOVEMBER 15, 2021/KARTIKA 24, 1943

AT QT AT ST AT TTTEH<or
CIEL T

T2 foeett, 15 TawIT, 2021

BT, ", /A0 TRafda @ StfegEe/ U, ue.uE. .ars/2018. — A toted yre fafaam,
ST ST @I qLEAT A ATAH TTTIFIT, g T 6 TATIHIET o, QT T oY 9 ATafaa,
2006 (2006 FT T 34) £ 1T 22 #¥ IT-TT (2) ¥ AT T €T 92 F¥ ST (2) F 2 (v) FET
Taed IRRAT T AN FXd g0 aqMT FAT8dl 8, a9 & (o[ A7 TAIad gl qohel aTel THT ARl =l
=T & forw S srferfaas i g 92 it IT-gT (1) FT YT T ATAT TAIEIT THIAT FLdt & 3T
TaegTT Arted far Srar g & Saa e ARt aw 3w [ty & 9 fGAt & sty a6t g F 9w
o= forar stromm, S fafer 1 == srfeg=eT & ToTfaa Fe a1t Tera= f Tagl Sar il Sqase Fills

ST

FAC-HATAT TS % AR og qF W iAot S At ST FqH g oA F

https://fssai.gov.in/upload/uploadfiles/files/Comments_Interministerial_Consultation.pdf 9% Iq<Tser

El

THH AATAT, TS FIe AT AT AT BT AT SH HET FIARE SATHILT, AT G TLEAT AT
AT TTTAFIOT, THSIT AaH, HledT U, 75 faeeii-110002 FT 94T regulation@fssai.gov.in 9% -He
AT AT FhaT 2

3o wrey ATt & qag § et safe & =1y Wit [ % srea st s gAmar
U T G GLAT ST JI TTTeror g fE=me 3 sroam)

6586 G1/2021 Q)
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yreg Rt
AT |
AT
1. (1) == ARt #7 @ qear $7 ames 6w afafdq e St ) B, 2021 #=2n
STT |haT 2l
(2) ¥ At u @y g
(F) @I F ®T § T TART TTGT THERT 6 o0 ertaq St giafad st (S 0H.3Mm)
o St oA st (fr.2.4) srerar shfag afafda sfra (s uwa),
(@) TA.THIAT STAAT SIT.2.30 STIAT SHLUHN & 3T g 399 Ugd ST Iieardd deeal
T GTT ATAT THERT G|
(3) I TroTaA H T WeHTer it A & yged g
2. TRETITY — (1) 39 AT §, ST T T6T0 T SI+a47 TUfera 7 2l,-
(F) st & grer qReT 7 /T AtatTE, 2006 (2006 FT HEATH 34) I 2;

(F) "= ST | @Il GeAT 3% /I Arert=ad, 2006 it &7 4 % aTq €10 d A1 @rer
TLAT ST TR TTTeraor SfSne €;

@) ST.ETH & aFawo, a9 S STAarg TRadd #Arad & T ST S +a T gedishd arard
AT &;

(%) SO SSRIRAT & a8 Tohe 1o SATSa ¢, Toreeh g0 ST armft, ST atad st 9ar hiforer
H oH TIT UT I gl gidl AT ITHfds &9 § IcdwT qgl g, S STTaT FITAHT F I8
STTHT 0 ST g, Fl 3% HITART TAAT S H Tt FHIAT AT g AAAT 99 AT Jreasnar
FITART | Fle HIAHT TTATE FART T2 SAAT ATHYT HT FAT IR AT FIAT AT 8, T
TTHAE €T F (¥ FAMAT H) T4 g1 6 ArA-A719 IEANT TIHAT 6 397 THIT Hih 2@l
TR ST SToraT HITERT ® qad o JTedw § AT g ¢,
(%) oSt aiafda sterer SSaia @& & 98 g A949T g g9eF AW g, S Agq=E S
STRITRIAT s FgTAT F S| Iatdd srerar SSi=aid Siial & a7 21 STTaT IT9 IFd g, ST2qam
g G AT QT Heedh ATHIT g, ST AT STq TATRET 0l Tgraar & St aardd srerar
ST STat & Ieae gl 93 S99 I 7 2T
() "She aREfda Stra/sie SSi=aia sta/sta afafda sta” & ag sfifea sta st g, e
AT ST ATATRT o ATEAH & IeqwT SIAT ATAAT A7 T I gl g; 3T
(®) St gRafda @rer 99 & 0 g SN’ ¥ 98 T TAReAr SrHsd g, S gre
grfersRer gRT Afafaaw F siavia Shie aRafda @ gerat & e & oo fAfase =7 9
FAIET gl
(2) ==t v & fAffEw § sl i sfafaaw & afvarfog eeat v sfveafet & a5t
AT ZIT, ST 399 sAfarfaem & erfa 8
3. e, were, faawer, et & smana iz & forg qatgHres.-

(1) TS =af<F, QT T % TATHIEA & ffam, ste afkafda star & sgoae fY arer a1 @rer
THH AT 4 § IcqTed, HSTeor, e, e srerar srand 98l Fam

(2) == At F syay afaffee % sava a0 9w et seEr B 5 afofea 8 s
TR # AEN
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4. qatqAred ad &t giwar (1) ft St afafda semar Sifaafa g § #i stifaq afafaa sta
(TATH.3AT) I 9, TAELONT GLET & 0 S 0HT T [ATIHET A GTe STEE0l & TqHEd %
o streres @Ter TfEEor gT q9a-a9a a7 AR yerdt s oot atgd yod-| § yeqa FRar S aewar
gl

(2) Tt Shi ofafda srrar SSHRaRa @rer § #1E TA.UR.e T g4 9% @1 ITEIH0r & SJqHEd &
T sreree @ WTTeaoT g7 999-997 9% AR To@l i gt aed To7-1| § e seqa & s
RET

(3) ETEX WTTETIT BTG ST ATAEH FILT &f T GAAT [ ST

(4) @T=r TTTEERTT TUfera g U¥ ATaaeh i ATATFT T o, ST TIaT TS0 o 7 fHaer 3
LET ]

(5) TN TTTEHTOT QT FE ATAT THEHRLO TF G TFHEh F AT AHAT 6 AT IT ATFGA Hl
AT TIAT HEEd T Fahal gl

(6) TT FETT AqHIGT & dE @I LT X AEF (G FIAT FT ATATIA 3T TIELH)
=, 2011 # AR IFaT F SIa™ A28 & U sraad w4

(7) @ TTTeraor o7 & STqee @1y FET STeqel & G0 AqId HT qhdT g

(8) @ ATTEHOT ferfed & 10T FaTd gu fohelT @rer A<y &l 3w 1w ot stqrae &1 Aeta strar
e e Tt gl

(9) sTETE F arg et @rer FETT #1 78 frears g1 o ux i Ssfw afafdq srerar SShfaafa g
TATET [T I g, UHl @ a&q & Ica1aA, AT, 3w, orar Fawer gia a8 G 67 g
AT 31T AT (AT aTae) AT, 2017 & Il & e 39 aTaq JIOT & FHEH ISTUIT|

(10) @Ter AT SATEHRTE AT ATHATIHT SATAFET @I TTIEHTOT GIT =4 [AHFH F dga Aquifad e
ITATE T FLEAT & AL § TTe et FARTd o a1 § GTar TTTEeRaor &l qid giad we|

(11) Sta graT [AEfE gred, s qgan =Y G 89ed Tame g Y faferee 2= & are
21 ST 97 TRt o7 @ STl & 38 (o7 STHIET o 6l AEaeTHhal dgi gl AT el Icag |
Teea o T H YA (o0 S 97 AT e & raeqemdT dai gl

(12) St afeafda sfat srorar St SShiaatea stat strar stifaq afkafaa shar &7 G forg smew &
THH & & H ITTNRT A1 AT SATUAT

5. st aRafda @rer aderor ¥ o @rer TRt — @rer g i 9 AtaaaH, 2006 F 2T
Srter=a T @Ter ST &1 ST IRatad @rer 9eor & o st Bar ST g 2, S
oo feferfaa q@tvraTd givf:

(1) TATTLTAT § (= aRRafdd @rer qreor & forw us St Sariid & gRT ST TR & S H:7 &
H I R 3T IH ATHFAT S¥ THAT dI, SLUAT S e Hewdor, Iaarg e, i
22T faeeuor Ud WER & U arargee/ Sarad it rETIEd J1Y AeT-3TeRT a7 Tiaarted o
M| ST qafdd @Ter Treqor &5 § a7 T Y418 aAThe 1@l S|

(2) JFRTITHAT H qRT-PCR 3TRT S1.UA. U/ UA.T T F¥, TRMET T a%a s Tgid o T
T LA 3T e gewaelt & St afiafad sfiar ST e & ST g |

(3) TIARTLTAT H AHAT F AT AT AT ATHAT FLA ol &77AT 2T

(4) SO oREfda @Ter 9Ee0T YAl T2TF Al 2 A=aH & a § T SEaET al 3T F o 59
o=, T St BT a9 | I or F Sefad aee sl § T gl
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6. St afafda @rer a8 ST F FE — TIRTET F AT F AT 19 T FAT 6
sfafra Stw gRafda e gdeor % oo sfyfag atega saremer Afacrfee s =,
() St aRatad e % Jas & e @rer qriaERer gy artedd T sta staar we
FIRT Al U QT o THAT T (ST FIAT S FATET ATTARTRAT T F9TT0T TH-95 T T

FIAT| S aRafda @rer % s T9 FT AT I TLe07 B o)

(F) TANTLATAT FIT G TR0 T q9I-90T 9% [&Afgd a1 =Aram=n e St &1 9re
AT FEAT|

(1) ST aREfda 93rer ERTe & o0 #TAvarg & Yqd@® =90 & o0 AEE TG Tenara
(T °Y) Y T FAT ST g TS FY F 70T FLATI

(%) TARTLITAT & YATAT § 3= €q< il TRYEAT, [Heaa=iaar o 91 F a970 T@AT 3T TATIH
g fAegae=ar F Fufera T ITed FAT ST Ig a417 L@

(T) I8 FEATET T2 H YOl @ART FAT & THEEEr & fiids Sod ATadTas i 3T
FAATE FT 9T 2, FSoraer freeroor siw fdre % o wrea stt= afatda arer aeiat it grar
ST |YeAT AT T S Tohl
(F) ST T @I ATEHIT FIRT AALTAFRATH A=A AT AT T 21, TROmHT 3fiT RArt % gre i
e g7 & et s srafer & fore wg=m
7. sher afafda arer i safont —1% a7 399 srfae sti= SSshfaafa ($7.3) d@ees arer aft semr-
ST G ICATL ol AT HFTTHTL T ST

ST U, AT/STTUH. T F S cdw qoehdFd

T3 - |
(FR1777 4 25)

sfifaq aRafda sfter (TH.TH.3) aTer @rer oiX @Ter §oed ST9aT THE g1 9T & SqHIaT &
IGREIEED]

e
o TTXIFT AT FAT FATT F HTHAG 7 AT ZI11
o FEATHRYFT T31 FI FITHT T 13T T JFTF] #l TFIT T51 134T TTTITI
1. smaEe ST W1 & faar
OEEEEIEIE]
(2) TETE

(3) HITST T ATH
(4) €% FT qqT
(5) TTATY 4.
(6) HiaTEA THIT
(7) 2o :
2. e F e srafea w7 t & R
(1) ST T AR
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(2) smorfEra TR
O ERIGEIRPIECE
(4) 37T Y vy a9 srara i ST Aredy 7T
(5) I= F s &7 fEawr, afy g
() AT TEATTT S U3/ UH. AT T Igel and A o gt [ 980 [
=t gf, a7 wger S o U we A wefie i wiaferf gee w3 s smnfaa g aard
() T & AP S S T S 3 S T A G
3. @TM ¥ e
(1) == fit F=TTg

(2) 9TEa # 3ALTE HY TR
4. rTa F e yearfag Sf.uw st/oe. ww.a 1 |
(1) Wit 7 =79
(2) T9% =AT<R FT ATH
(3) TaTH
(4) Tat
(5) HUF FaT
(6) T-oeT
5. IREgT & THK
W O #w=w O agowt O sgdfraw O
6. 3cT STWIFAT HT fA=a [Faet &mer 2(2) 3 siasta smerfaa Sa=T yeesor F forw ]
(1) eI ITHFAT(AT) F T | =T
(2) T T qEATH
(3) =raT
(4) F= 7T
(5) TTATT €O
GRIEIESKERS
(7) Eo
(8) waTeT= fSrerer forw sier Sute =1 ST faRT StTomm
(9) T ITHTHAT ol ITUTEH/FTLSTL/AT TATATE
7. HETH ST IAqTs SIT9 ATAT ST TH QT % GAT AhA Seel qaraers
(1) ST.2. 0.5 & AT FT TQ
(2) fRataes Zor &t frffwe usiElt srerar S vt it yeqa si= 39 g7 ifed ot wred
(3) T 39T H ST UH.SAT cq= @I % I STANT & A1 a9 & Sar*
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(4) =ATITT T ATAT ST AATAR <90(9M) F ATH F I § AAHRT qigd GTeH F TI61T F (o0
Y. o /o, v % At A

8. srgHTa % forg smafad wat &1 e et e
(1) f3u= A\, am|TT 99, TR it f@3fe s aeey/asr Shaargt yreaswar sie F et
AT Higd STaAATH AL

(2) TEATT FIE ATAT AT § THIRT TAF STAS{HT TAS % AT FAigd S UH. /T TH.
T ATH ST T8

(3) ST AT & T W= F2 i g=ar afgd .2 aeqor & fEawor

(4) 9T ST SSOTHAET & SHT SAERT & AqRatdd S &l qadr § SL.OH./T TH.A1 &
FATETEST | FIE qHadd grar g2 It gf ar f&&wr

(5) e TAE F TorT srueTe T g s =it it ugfy &1 wfere e (7t @y 81)
(6) SOT Fegaer =1 feae:
(F) TITALOT AFL(TN) 3T AT FegaFal o 777
(@) Tl St acat i e g Ruafaat siv wgeat e sfadfaa arzet #1 i gu
ST FEgeret T JTH A
() et ST=ra (F9TE ) wiede (IITEL0d ixt, .fasta, .fsa, .doc) § FATohT T o ATT-
AT AHTT ST Fegae il sTedT Aigd 07 S1.U4.T FH
(o) ST #egae | /IS AT ST acd & &1q S(1a H7 (g9& 779 3 qTHET 719
(%) TuTRA ST qedt F g1 S.UA.T w9 (A9 St7 F) F v u afedy, 9 #1€ 2n, #

Tfere faawor

(F) AT TEATTAT SL.UA.T H HAE, T¢L TFAT G F AT TRV F qcd Fils 77 g2 T 3l
CIRE BRI

() FAT FI HTT ST TAS R TLR(HT) /AT ATTAT(TT) FT AT T g2 Tl gf ar f=aor
=y

(S7) TdT TRT =T WAt 9% guTiea SiT dFegae(2N) 3T FATT ST.UA.T FHl T AT TH
[EEERLR

(=7) AT AT TH/ATEAT 7 327 B2l & =9 § 3T wiede ((ixt, fasta, .fsa, .doc)
¥ ufaer vfie w1

(1) TASHERTERT, WA GUF qeal i Ay Tl § Jq&qar qq & & o Iaas
ST AT 3L UR/ATE A (T) T STALAA 0o (A 9TIT

(%) FT YT SLUA.T FRT Tedg TIeid &d Sid H el STaiaied Tadd & o S
SITa 82 Ffe gt ar a4

(7) Zae =TT
(F) THATET ST Teeae(Sl) T FHidT TFa fergeror

(@) FIT FAMT A § TFeL SHa 77 AR g2 T(e af, qI Teahdl S| | #AsE d7eL
FH o faaor §| AT 781, qT aFed Shald HHE(AT) & qurerta At fed gu e
F =T H 2T IqT FLU
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@) Faa-ga St srateafa 7 qoaT § STeaswdl st & SiAe SLUA.T H ST degae F[eer
Fateata § 3T aTIe AT5e THAaeAT(3), TS AT A9 & a1 7 "o &9 §
FATY|

(%) FATAT e () FT AT § qHhd ST deeae(el) § [Teaaedn(3) (ST e,
AT, foo, femreeor zaamfs) & an § gfereg =9 9 qarm)

(F) TTeaeRd T qTer T TEAT ATES 3T FA T TS TS Iofi=e S it s (Fraei)
Fatety aard|

(8) TTCAHHAT WTE/IToqshal Tl il HATd siafed St Feede(2l) (3T 0.01% == = (LoD
0.01) 9% St ) T "t 517 e F forw zaie At yrafes gt o e

CEIRE ko
(F) T Afegerd oM. U, U 9 foaeor, foad ofoer gi:
(i) ATIEAFT ATT.TA.T FT AT AT A FAAETEE FH
(ii) AT & T (TEqH, Tah (A1, IO TATR)

(iy  IHE AEE TN 9 TAE THE FARERT § TAE ATHTFd SL.UAT HT
qraterd Afseaf &2 Sl 39 AUA.T FT GG AT ST Ueerzs § Tal
FEAd|

(@) A= ZiEsiT TEM (AT % STIN, TASHHIEl, i sEaurar & sfiage| 9%
TR ST

(1) e AfSeged W & e § e, S Aot arfae €
(i) STE T HTES
(ii) AT T TH (TETH, Tdh (A1, IO TATR)

(i)  SH.UH.S/UA.UH.A F THE FAHE T2 9 T AF T Haw/eT (Sad srtad
9T S/ad AT @I AR | TeAH 3T AT TqL el AT g) § AATHT

[EESERI

(iv) ST S #i7 qgta f See T (G9Rm ®/) F e soers 1€ b a
[EERI

(10) =T ST aRede 7 ST &1S7 i TG, SHEsuar st sig2or & aaadr 82 Ii= &f, ar

[EERUIEA

(11) AT STT TREdT T ST ATEA (AT FATS I TGAAT g2 AT g AT (a0 1|

(12) =T ST TREde &7 AT 9T F T dcdl o Joed ®l gaadT g2 Jfa i, ar f&aawr |

(13) AT I AT AT § AT TROMH 3 TU? (2 gf, a7 =@ 4

(14) FIT TU AT FT TEA(FT) ¥ TASTRTAT F AT § T sTuferg Tfony @ TU7? If
gf, ar foawor 3

(15) | 29T § ATOITAF ITATEA [T IHT FEA TSAT(T § ATHITGT ST/ AT 0l GoAT

(16) T =91 § STt qrafad sia & AqAIad ST *

(17) THfET, SafeT, Yo, Fuem i smarasret= IHRare, Sgl an] 2f, dfed qefe
TEEad, WETI, TREgH T ITART it srqeifaa agfaat|

(18) cuTe T Ruwar i d=Tor srafa
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9. H= 39 # faffawrers fufa - =tz sywor-a=r et 3o i Fafara siersror grr Sy R w3 g
T THTO-OF 9T 39 397 § HA 6 TSIgarard/ S=argad/Heeie g a7 Ad § o 397 & garard g0
SEATATLT BI/ITHTOTh LT T 197 3|

10. T THTU-T F T AT TLTAF FAAT, ST IeqTad o= §0, Ieara« & fafar, Fresroor # fafary,
THTOT-O ST e it [, Swror-a=7 7 gearereeal soats, gl

ST
H HTTOT FTAT g 1o ST 9= § & T AT HE qATCqH AT 6 ATHE Gol 3T T2 g

fafer ST & BEATEAT (Y Aied)
T
SEEd]
(137 4 35)

Shie aRafda deeshl & = 9ig ST STTe | Siifad gRafad shal (TA.TH. ) T @ s @rer
HEeh AIAT THEHLUT TEIAE IRIT 6 SITHIGT & [T e

A
o TIRIIFT H7 FaT AATT % HTHA F AT ZI111
o FEITRYFT TU3I F1 FISFHF T 3T TT STTTF] F1 e1FH1T A1 134T STTT7/
1. saEe S @91 & faawor
(1) STaEF FT A4
(2) TET

(3) TS T ATH

(4) o T I4qT

(5) TLATT H.

(6) WraTEe TFIT

(7) 20 :

2. SqHIEA & [T srafeq 7 &t & faar

(1) IETE T ATH

(2) sertaa STTRT

(3) ATATT FT TATSTA*

(4) ScaTe &Y T F AT Y T ATAT GTAT

(5) TA AT & @<, I(E s 3
() FAT TEATIT S UH. /T TH.A 7 g2t A rar v e gt O 58 O

T3 Bl qT Tgel ST [0 U HaTaq qIiHe sl Tl §e3 HY ST AATAd /=T Jaqre

(T) TF & SAATIAd S TH /TS, UH. AT 31¥ 39 ATl & a1 § faawoft
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3. &M & f{awr
(1) A=T FT FTTE

(2) AT H IALTE A dECE
4, smaTa % fore yearfaa s aRad deesl ate @rer sraET SeEsa @rer it |
1) TSTET T TR
2) T =qT<h FT AT
3) T
4) qar
5) "I Fa¥
6) -7
5. TREGT Tl THIT
W [ ®ws%s O ageast O agfant O
6. HATATH G TATS, SITH ATAT SIS @I h GLAT AheAT GeefT qaTIETe

(1) fRatas o1 it A=A TSHET A T5qa ST 39 G107 ATHITGT a7 A g1 qaT &l T2
EUAZER

(2) I 29T | ST, TH.SAT S @1 % LT ST & A1 a9 o ST

(3) ATITT &l ATAT ST AATAH I2T(9M) F ATH F I § AN Aigd @I & TAST & o
ST UH /U UL F [t @ aney

7. AqHIEA & fQ smafld aat 1 Saqeer deEt Qe
(1) 39 Sfifaq aRafdd St &7 A79 3fT Tg=1 SE| IeATE eq+ 2l

(2) ITCTHAT ST STAAT ST AT | FATeT TA ST i AN ST, TTHE TTH, FALOT TT4T
T T €T, 37T A0

(3) STt afvadw £ Foft

(4) ZTTE A&7 T Hierq feawor

(5) FT Sfifaa aRafda Stta | Sqcae g SATAT Hls UH Toeh S UH. A/ TA.TH. & T g7
[EERV L

(6) SATLATHT TEHAT 3T TgATH ol TETAAT 3T ITehl (ATAeedT, FAGAL AT S [AEcaTa (Far

(7) TeRTRT, AT, Torad, MIeT ST AraTaaTei SoHRaTsl, Sgf aN gl, Aied qeierd Tgedd,
HETOT, TRagH 3T SUART it srqeifera agfaat|
(8) ScuTE Y FRuear =i s=Teur srafa
8. H= ¢ # fafvawens fufa - =t ywor-ur g Tor &t Hafera srfersrwor g Sy BT w1 g

AT THTI-T 9T I <97 H AT o TSgaqrard/ S=aATgad/Hgeie 1T I7 Id H 39 297 & TSgarard T
SEATATT gI/ITHTIOT T &3 17 gré|

9. TUF THTUT-UF % AT 7T TLTIE TAAT, JE IcATEA 99 F0, ITqTa Al [ty fHrewrgor i [y,
STHTOT-T3 ST e il [T, STHI9-9 T geareiahdl ScAns, all

(
(
(
(
(
(
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YO

H =TT F2AT g o6 ITAFT T | & TS A1 9% qareqd A 6 ATEN Tl AT TEAIF g 9T ITqFq
GTeT | T IcqTa | ST UH. /T UH.3 A5l 2

fafer ATAEF % geaTed? (Yg< Aied)
AT

TEOT RE, q&T FIARILT TR
[FAr=TTa=-111/4/379T./430/2021-22]

FOOD SAFETY AND STANDARDS AUTHORITY OF INDIA
NOTIFICATION
New Delhi, the 15th November, 2021

F. No. 1/Standards/GM Food regulation/FSSAI/2018.—The following draft regulations, which
the Food Safety and Standards Authority of India (FSSAI) proposes to make with the previous approval of
the Central Government, in exercise of powers conferred by clause (v) of sub-section (2) of section 92 read
with sub-section (2) of section 22 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 a period of sixty days from the date on which the copies of the Official
Gazette containing this notification are made available to the public;

Comments already received so far during inter-ministerial consultation have been examined and are
available at https://fssai.gov.in/upload/uploadfiles/files/Comments_Interministerial Consultation.pdf.

Further 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 — 110 002 or sent on email
at regulation@fssai.gov.in;

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

Draft Regulations
CHAPTER |
General

1. Short title and commencement- (1) These regulations may be called the Food Safety and Standards
(Genetically Modified or Engineered Foods) Regulations, 2021.

(2) They shall apply to-

(a) Genetically Modified Organisms (GMOs) or Genetically Engineered Organisms (GEOs) or Living
Modified Organisms (LMOs) intended for direct use as food or for processing.

(b) Food or Processed food containing Genetically Modified ingredients produced from but not
containing LMQOs or GEOs or GMOs.

(3) They shall come into force from the date of their publication in the Official Gazette.
2. Definitions- (1) In these regulations, unless the context otherwise requires: -
(@) “Act” means the Food Safety and Standards Act, 2006 (34 of 2006);

(b) “Food Authority” means the Food Safety and Standards Authority of India established under
section 4 of the Food Safety and Standards Act, 2006;

(c) GEAC means Genetic Engineering Appraisal Committee under Ministry of Environment, Forest
and Climate Change;
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(d) Genetic Engineering: means the technique by which heritable material, which does not usually
occur or will not occur naturally in the organism or cell concerned, generated outside the organism
or the cell is inserted into said cell or organism. or it shall also mean the formation of new
combinations of genetic material by incorporation of a cell into a host cell, where they occur
naturally (self-cloning) as well as modification of an organism or in a cell by deletion and removal
of parts of the heritable material,

(e) “Genetically Modified or Engineered Food” means food and food ingredients composed of or
containing genetically modified or engineered organisms obtained through modern biotechnology,
or food and food ingredients produced from but not containing genetically modified or engineered
organisms obtained through modern biotechnology;

(f) “Genetically Modified Organisms/ Genetically Engineered Organisms / Living Modified
Organisms” means any living organism that possesses a novel combination of genetic material
obtained through the use of modern biotechnology; and

(9) “Foods Laboratory for Genetically Modified Foods Testing” means any food laboratory defined
under the Act approved by Food Authority specific for the purpose of testing of Genetically
Modified Foods.

(2) Words and expressions used herein and not defined in the regulation but defined in the Act shall have
the meanings assigned to them in the Act.

3. Prior Approval for manufacture, storage, distribution, sale and import etc.-

(1) No person shall manufacture, store, distribute, sell or import in the country any food or food ingredient,
as the case may be, derived from Genetically Modified Organisms, except with the prior approval of the
Food Authority.

(2) The provisions of these regulations are in addition to, and not in derogation of, any other rules or
regulations made under the act.

4. Procedure for grant of prior approval (1) In case a Genetically Modified or Engineered Food contains
any Living Modified Organisms (LMOs), after taking prior approval from GEAC for Environmental safety,
the application for the approval of the Food Authority may be submitted in Form-l along with the
documents and fees as specified by the Food Authority from time to time.

(2) In case a Genetically Modified or Engineered Food does not contain any LMOs, the application for the
approval of the Food Authority may be submitted directly in Form-Il along with the documents and fees as
specified by the Food Authority from time to time.

(3) The Food Authority shall scrutinize the application and information provided by the applicant.

(4) The Food Authority may direct the applicant to submit additional supporting documents, data or
clarifications, if required.

(5) The Food Authority may either grant approval or reject the application on the basis of the safety
assessment of the article of food or food ingredient of processing aid.

(6) 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.

(7) A food business operator, who is aggrieved by the decision of the Food Authority, may file an appeal
before the Chairperson.

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

(9) Post approval, if a food business operator has reason to believe that the Genetically Modified or
Engineered Food 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 in accordance with the provisions of the
Food Safety and Standards (Food Recall) Regulations, 2017.

(10) 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.
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(11) Once a Genetically Modified Organisms or Genetically Engineered Organisms or Living Modified
Organisms having unique identification Code provided by Biosafety Clearing House, Organisation for
Economic Co-operation and Development etc, is approved by FSSAI, approval for the same will not be
required for any other Food Business Operator. Approval will also not be required if it is used as an
ingredient in any product.

(12) Genetically Modified Organisms or Genetically Engineered Organisms or Living Modified
Organismsshall not be used as an ingredient in any infant food.

5. Foods Laboratory for Genetically Modified Foods Testing - Any food laboratory notified in
accordance with section 43 of the Food Safety and Standards Act, 2006 may be designated for Genetically
Modified Foods Testing having the following pre-requisite:

(1) The laboratory shall have a designated GM food testing area that should be well segregated from the
general laboratory working area and should have four physically separate and contained areas for Reagent
and Sample preparation, DNA and Protein extraction, Product Analysis, and Data analysis and storage with
air conditioning/ventilation. Airflows should be maintained within the Genetically Modified food testing
area.

(2) The laboratory shall have instruments for detection of DNA/ RNA by gRT-PCR, Protein by ELISA and
Western blotting and GM organism by Fluorescent microscopy.

(3) The laboratory shall be able to assess multiple batches of samples.

(4) The GM food testing laboratory staff shall be well versed with these regulations and proficient with
techniques related to molecular biology, protein biology and food testing.

6. Function of Foods Laboratory for Genetically Modified Foods Testing - In addition to the functions
entrusted to Food Laboratory under the Act, the notified laboratory designated for Genetically Modified
Foods Testing shall carry out the following functions, namely:

(a) Analyse samples of food sent by any officer or organization authorized by the Food Authority for
the purpose of Genetically Modified testing and submission of the certificate of analysis to the
authorities concerned. Each sample of Genetically Modified Foods shall be tested in triplicate.

(b) Ensure that the laboratory follows the scientific protocols and practices as laid down by Food
Authority from time to time.

(c) Identify and clearly establish Standard Operating Procedures (SOPs) for every step of the workflow
for the Genetically Modified testing procedures.

(d) Maintain high standards of accuracy, reliability and credibility in the operation of the laboratory
and achieving and maintaining the required levels of accreditation and reliability.

(e) Lay down mechanism for ensuring that personnel of the laboratory adhere to high professional
standards and discipline to ensure safety and security of GM food materials received for analysis
and report.

(f) Maintain hard and soft data of the results and reports for a definite period of time unless specified
otherwise by Food Authority as and when required.

7. GM Food Labelling- All food products having individual Genetically Engineered (GE) ingredient 1%
or more shall be labelled. The labelling shall be as:

“Contains GMO/Ingredients derived from GMO”
FORM -1
(See regulation 4)

Application for Approval for food or food ingredient or processing aid containing Living Modified
Organism (LMOs)

Instructions:
o Fields marked with asterisk are applicable only in case of import.

o Scanned enclosures shall not be acknowledged except for page(s) which bear signature(s) on it.
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1. Applicant and Organization details
(1) Name of the Applicant:
(2) Designation:
(3) Name of the Organization:
(4) Contact Address:
(5) Telephone No.:
(6) Mobile No.:
(7) E-mail:
2. Description of Items applied for approval
(1) Name of the product:
(2) Intended use:
(3) Purpose of import*:
(4) Quantity per year of the product to be imported*:
(5) Details of earlier import, if any*
(a) Whether the proposed GMOs/ LMOs was imported earlier: Yes No [ O
If yes, provide the copy of relevant permit issued previously and quantities imported.
(b) Statement of utilization on the earlier GMOs/LMOs and products thereof imported:
3. Shipment Details*
(1) Port of Loading/Shipment:
(2) Port of Discharge in India:
4. Source of GMOs/LMOs proposed to be imported: *
(1) Name of the Agency:
(2) Contact person’s name:
(3) Designation:
(4) Address:
(5) Contact No.:
(6) Email:
5. Mode of Transport:
Rail 0 Road O Air O Ship
6. End User Details: (Applicable only under section 2(2) intended use indicated as processing)
(1) Information on End user(s)
(2) Name & Designation:
(3) Organization:
(4) Contact Address:
(5) Telephone No.:
(6) Mobile No.:
(7) E-mail:
(8) Purpose for which the end product will be utilized:
(9) Manufacturing/Business/ other activity of the end user:
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7. Pre-requisites for safety assessment of GM food to be provided by applicant:

(1) Document of approval from GEAC

(2) A complete dossier as submitted to and approved by the regulatory agency of the exporting
country or GEAC.

(3) Three years’ data of the safe use of the GMOs derived food in the country of origin*

(4) Evidence for export of the GMOs/LMOs for food purposes with the information about the trade
volume and name of the importing country(ies)*.

8. Biosafety Description of items applied for approval

(1) The biological characteristics including Binomial name, common name, mode(s) of
propagation, and pollen behaviour of the recipient/host organism host(s) carrying the vector(s)/
target gene(s).

(2) Name and identity of the GMO(s)/LMO(s) including identification code or event name for
each transgenic event incorporated in the genotype.

(3) Details of the GE trait including information to demonstrate the effects of genetic engineering.

(4) Whether the genetic engineering leads to change in the phenotype of the GMOs/LMOs
compared to the unmodified organism of the same genotype? If yes, provide details.

(5) Brief description of the transformation method followed for each event and method of stacking
(if applicable).

(6) Details of gene construct(s):
(a) Name of transformation vector(s) and gene construct(s).

(b) Gene Construct(s) map showing base pair positions of all genetic elements and important
unique restriction sites.

(c) Annotated complete DNA sequence of the integrated gene construct along with flanking
region (from RB to LB) in a relevant (editable) format (e.g., .txt, .fasta, .fsa, .doc).

(d) Binomial name and common name of source organism for each genetic element of present
in gene construct(s).

(e) Briefly describe any modification(s) made in native DNA sequence (from the source
organism) of the incorporated genetic elements.

() Whether the introduced DNA contains any sequences derived from known human, animal
or plant pathogens? If yes, provide details.

(g) Whether any of the source organism is a known source of allergen(s) and/or toxin(s)? If
yes, provide details.

(h) ORF analysis of integrated gene construct(s) and flanking DNA sequences on all six
reading frames.

(i) Amino acid sequence of expressed ORFs/proteins as data files in a relevant format (e.g.,
.txt, .fasta, .fsa, .doc).

(j) Bioinformatics analysis of each expressed ORF(s)/protein(s) to detect homology with
allergens, anti-nutrients and toxic proteins.

(K) Whether the protein(s) encoded by the introduced DNA known for any post-translational
modification in source organism? If yes, provide details.

(7) Characterization of Event(s):
(a) Copy number analysis of the inserted gene construct(s).

(b) Whether the vector backbone sequence(s) present in the selected event? If yes, provide
details of the vector sequence present in the host genome. If no, provide confirmatory data
ascertaining the absence of vector backbone sequence(s).
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(c) Briefly describe any target site rearrangement(s), addition(s), or deletion(s) occurred at the
gene construct insertion locus in host organism’s genome DNA in compare the type pre-
insertion locus.

(d) Briefly describe rearrangement(s) (e.g., addition(s), deletion(s), duplication, truncation etc.)
in the integrated gene construct(s) in comparison to that of in the transformation vector(s).

(e) Describe genomic (chromosomal) location of the integration site and flanking region
endogenous gene(s) of the host plant.

(8) Details of event specific experimental methods to detect the presence of the transferred gene
construct(s) (and gene(s)) at 0.01% Limit of Detection (LoD 0.01) in recipient plants/ progeny of
recipient plants.

(9) Expression:
(a) Details on each expressed RNA that includes:
(i) Size & nucleotide sequence of the expressed RNA(S)
(i) Type of expression (constitutive, tissue specific, inducible etc.)

(iii) Relative expression level of each expressed RNA in each major tissue/organ at key
developmental stages and the detection protocol for the RNA(s) which does not translate in
to peptide.

(b) Background information on history of use, allergenicity, and toxicity of the expressed
transgene protein(s).

(c) Details on each expressed protein that includes:
(i) Size of the protein.
(ii) Type of expression (constitutive, tissue specific, inducible etc.)

(iii) Quantitative analysis in each major tissue/organ (including mean and maximum level
protein in the imported plant part/tissue and edible portions) at key developmental stages of
the GMOs/LMOs.

(iv) Details of the procedure followed for protein detection and detection limit of the
method (in nanogram).

(10) Whether the genetic modification intended to alter seed dormancy, viability or germination
rate? If yes, provide details.

(11) Whether the genetic modification intended to alter vegetative dispersal? If yes, provide details.

(12) Whether the genetic modification intended to alter plant nutrient composition? If yes,
provide details.

(13) Whether any untoward results were observed in animal toxicological studies? If yes, provide
details.

(14) Whether any untoward results were observed in assessment of allergenicity of the newly
expressed protein(s)? If yes, provide details.

(15) List of gene/events approved in the same crop species for commercial production in the
country of origin*.

(16) Approved uses of the living modified organism in the country of origin*.

(17) Suggested methods for the safe handling, storage, transport and use, including packaging,
labelling, documentation, disposal and contingency procedures, where appropriate.

(18) Stability and Shelf Life of product.

9. Regulatory status in country of origin- In case the certificate is issued by the concerned authority of
country of origin, the certificate should be endorsed/ authenticated by Indian Embassy/High
Commission/Consulate in that country/Embassy of the country of origin in India *.
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10. Every certificate shall be accompanied by other statutory information like manufacturing batch no., date
of manufacture, date of analysis, date of release of the certificate, signatory to the certificate etc.

Declaration:

I declare that the information provided in the above format is correct and accurate to the best of my
knowledge.

Applicant’s signature with seal.
Date
Place
FORM — 11
(See regulation 4)

Application for Approval of food or food ingredient or processing aid derived from Genetically
Modified Ingredients but not containing Living Modified Organism (LMOSs) in the end product

Instructions:
o Fields marked with asterisk are applicable only in case of import.
¢ Scanned enclosures shall not be acknowledged except for page(s) which bear signature(s) on it.
1. Applicant and Organization details

(1) Name of the Applicant:

(2) Designation:

(3) Name of the Organization:

(4) Contact Address:

(5) Telephone No.:

(6) Mobile No.:

(7) E-mail:
2. Description of Items applied for approval

(1) Name of the product:

(2) Intended use:

(3) Purpose of import*:

(4) Quantity per year of the product to be imported™:

(5) Details of earlier import, if any*

(a) Whether the proposed GMOs/ LMOs was imported earlier: Yes No O O
If yes, provide the copy of relevant permit issued previously and quantities imported.
(b)Statement of utilization on the earlier GMOs/LMOs and products thereof imported:
3. Shipment Details*
(1) Port of Loading/Shipment:
(2) Port of Discharge in India:

4. Source of Food or Processed food containing genetically modified ingredients proposed to be
imported*:

(1) Name of the Agency:
(2) Contact person’s name:
(3) Designation:

(4) Address:
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(5) Contact No.:

(6) Email:
5. Mode of Transport

Rail [ Road [ Air [ Ship O
6. Prerequisites for safety assessment of GE food to be provided by applicant:

(1) A complete dossier as submitted and approved by the regulatory agency of the exporting
country or complete dossier prepared by the applicant.

(2) Three years’ data of the safe use of the GMOs derived food in the country of origin*

(3) Evidence for export of the GMOs/LMOs derived processed product for food purposes with the
information about the trade volume and name of the importing country/ies*

7. Biosafety Description of Items applied for approval
(1) Name and identity of the living modified organism(s) from which the product has been derived

(2) Taxonomic status, common name, point of collection or acquisition, and characteristics of
recipient organism or parental organisms related to biosafety.

(3) Category of genetic modification:
(4) Brief description of target trait:

(5) Whether derived from living modified organism or one of the ingredients has been derived
from GMOs/LMOs? Provide details.

(6) Suggested detection and identification methods and their specificity, sensitivity and
reproducibility:

(7) Suggested methods for the safe handling, storage, transport and use, including packaging,
labelling, documentation, disposal and contingency procedures, where appropriate.

(8) Stability and Shelf Life of product:

8. Regulatory status in country of origin. In case the certificate is issued by the concerned authority of
country of origin, the certificate should be endorsed/ authenticated by Indian Embassy/High
Commission/Consulate in that country/Embassy of the country of origin in India *.

9. Every certificate shall be accompanied by other statutory information like manufacturing batch no., date
of manufacture, date of analysis, date of release of the certificate, signatory to the certificate etc.

Declaration:

| declare that the information provided in the above format is correct and accurate to the best of my
knowledge and that the above-mentioned food does not contain GMOs/LMOs in the end product.

Applicant’s signature with seal.
Date
Place

ARUN SINGHAL, Chief Executive Officer
[ADVT.-111/4/Exty./430/2021-22]
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