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T GT=1 AT ST AT FTTerher

CIPECET
e faeett, 31 srFqae, 2022

W H. Wes/39-URU/AITEhher/2022.—aTe XaAT 3fiT AT9% (|1 Icd1@ AEE 3T @
Tearsy) fafaaw, 2011 =7 o ey, ST AT @rer RAT S "IAE T, 65 I &
TATTHIEH &, QT LT 3T q19 AT a9, 2006 (2006 FT T&T 34) FT 91T 16 F AT Toad &TT 92
FI IT-GTT (2) & BT (T) G Tacd LTRAT T TINT FLd gU AT ATgdl &, FLA a o7 HiqaT A=aAT
FT YTET AL TATIAT B Tl ATl THT SARAT 0T GAAT o [oIT 3Fd ATATAH T g1 92 Y IT-4TT (1)
T STUEAT o ATHTT TAGEIIT THRITAT FIAT & S TARGIT AlTed (a1 Srar g o6 39 yrey Bfaawi wwse
fafsr & =7e &A1 T srater g|Teq g1 & & H= BT s, S Qe v =9 stferg@=ar it e f
AT TSI ot TFAIT AT FT STAY FLTS SATUIAN

T3 TS AT AT TATT ST AT IH T FIAHRTL ATIREN, AT GTT AT T AT T,
THSIT 9ad, FledT UE, 7% faeaii-110002 FT 74T regulation@fssai.gov.in T T-He & HST ST ThdT
gl

I ITET AT F dag # FBRET oan 7 39 T Aaiia At @ s st s gt
U T GT GLAT ST JIa TTTeror g fF=me 3 sroam)

&y faffaw

1. = fEAfRTwt &1 "iereq 9 9rer gt A7 qEE (T IR ATE ST Gre agdred) qere
fafa=, 2022 2

7270 Gl1/2022 @
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2. QT AT ST AIF (T I¢ATE ATHH ¥ @rer ggarsy) Aaw, 2011 (Freg vaeqeaTq S&a
faff=m Fgr StTu) *-

(1)

fafqem 2.2 % su-fafRaw 2.2.1 %,-

(F) qTE F I’ F "@&ted @ 19 A GRON F FiAT (3) H IHIET F AT ATAT
‘50°F. . 9T AqFaATH TATS FT g “1.454-1.456” SiaeaTiod it STUI(T;

(@) urHifere” & "etda @2 20 it g F Hww (2) § 40°H.T. U AqEadE
gfafe it STE “1.458-1.460” Wieariod $t ST,

@M e & T F a” F "@&tad @ 21 @ ol F wad (3) § Tie F qwT
FTAT ‘40°F. . IT ATEqAATH TATS Fil SWTE “1.448-1.452” TIAeATAT i STUAT;

(&) 9T UL § qatad @< 29 H G F HAd (3) H Rl F qHT ared
‘40°F.31. T¥ ATFAATH TATE F S9Tg “1.459-1.460" wiarerod it ST

e 2.5 % su-faffem 2.5.2 % ‘FEfRa sruaar wEiug 9" sare’ § g4faa @2 2 %

T At @ o sariaa 3T ST, o9, -

2%, Wi qlesT

: TH G % A (AT HTh TSI AT Teh HIE HIEST 98 AN g

2. TS a2 ICATE BIAT & ST AT (TR aeh/FH=) | AT 7T (T3, Treal TaEm
T G TL] FT HIH) TAT AT o (TS, THF, A, Taeee, AT TATR)
T A T smar g, S amm(Es=), e, 79 si/srear g =9 #
e fora foraT ST =T 81

3. TTSIT HE FIEST FATSEE g, THHT AT A9 gl TAT Tg <@ | AHuF il TqH
FTE ALY TET AT FTs ATTISTAF T T ZT1 AT A GIEST IATE T ATEN 0
T=HT AR HLAAT ATAT Bl 3G | a1 JAT IESAT 6 e o &l I8 e
TAT Fi¥e F FATA AT ST F TGO T TaT 21 ITH 17T HTS ZIARTCR Tard T
2l

4, Teed — A 97 =4 AFawi % i Faiia FEtea, ey, d9ed &7
AT T /TR f0ad |19 o W1 § TATAd d7F qoehl

5. AT ATATE
51 TSI G8S UH AAAT Aterh avg & arerr, efifaq srerar gefifaa @9 o

T fFw ST

5.2  gf¥d qias TF AT ATF a3 & ara, ofifaa srerar wefifaa wig & 33
FT STT 9T 2 Fad A%d Al AAAT AT AT-T qrRiT F effHad
BRI

5.3 T FIEST UF T AT qeg & e, ofifaa srarar wefifaq 7 ¥ 99
BT SO 9T SHET AARE araHT 75°C 9= % fU 39 e
ST
54  qrw/FR0ad T8 U AT SAter® aig & 39 areT, fitad sreraEr geftfa 7
T qaTe o ST, o Rt wiam & g o @ gn
6. TATLY T THEHTT

()  ffET offtqashfos a/fREeEeT & S gitE 79 e T
FATAT SATUATI FIAL 30T FET FT HHT I8 LA FLA & AT FATAT SATTIAT




[9TT H—=Te 4] T T TSI © TETLTI0 3
(i)  =HCEATHHI: AEST a9 & [T TFT AT T1E TAqT AT TR Hl
G UET (WIE IT99) 99 F o0 96T 719 Fdd (JT8T AY) o
LIRS RED RS I
(iii)y 9IS oY S[ETe: FHT |19 AAAT AIE ITAH I a0 § JiHEF 978
T & T ST FIES 00 S[STS ST | SATAT S a1 =l A7k 7efi
T FATE SATUIT
(iv) TS (T FIES 9¢ A0): 9 §C qOAT I g0 ArHST &l i aradqr
75°C AT * forT 378 Iuerera Tfa & Tk ST
(v)  offa (T FTEST 9¢ AN Toh qrest 1 ofta/ wefiad & ager 40°C § 79
TTIAETH T Se7 T STl
7. AT ATATT —
(i) TSI GTE AIAST 7 aTI9TT 12 =2t 375 4°C F¥ forgr )
(i) e ofifad |\EsT 4°C 7 TR qIIHTE 92 @l A0
(i)  ATSIT FTAT Tk FqrES & veftaw & uger sfifaa B smo qeur weftaw -
18°C IT I8H FH ATTHIT T AT SATU|
(iv) oot 77 ofifaa |fesT 4°C & AT qraeT 9¢ @l AT0|
(v)  wefifad atest -18°C o79aT S8 = qTIHTH < @l AT
8. TATY TR T HoEA: IcTE AFTorad FeedTcns ST&Tal & ]8T ol —
wH efiex ERL)f
g, T | T | T
gqfir | Fefa
(1) ) @ [ @ O
1| /|, AT (FIETR) 50% | 60% | 65%
2 | 7w, gfawFaw (wrrgary) | 65% | 60% | 50%
3 | FTA UL, FIgFTH (91797) | 3% | 3% 3%
9. ITATE § RS F H AT T SIS 9ared g 9Fd gl
10.  37uTe aiferee @ # & T qe Sharopet St oeret F SqET g |
11. = 919F & dq9amel & Afdad =9 [T & Jgq =ging EEed d9ar

TASOd HE IITE 6 HIHH S A&l 9% AN gHT17;

faffaw 2.9 ¥ su-faffaw 2.9.42 F v Fatefee se-RFRTw @@ =g G
“2.9.43 gt fRamadt w9+

(1)

HqIEa Iieha Reamadt saa®

g qftwa et a09F § Asteraceae T & @R WY Artemisia
dracunculus Linnaeus % T& e ATHIT & T Tt T W7 TaTH gRA F AHT

qET-gT BT €| "5 F9F Tlaq 1531 F9THIT G137 FIaT FSifas Tard,
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SIET SFaT T #lel FIT Tew19d1; FaTTd aied d1al 7 FIaT A9 T 7
Fa®l U7 77 & gF7 5117 TR fEfga gentaat & afaferd aw G org #ir
SSITT 7 2T

Tg ATeriad SAT&Telt & I &T ar:

ER Frferereor YTy
.

(1 2 3)
1. ATEAT 39T, TTHTT o ATHTE I o1 (FEFTH) 10

2. T TLT, THATE 6 FTAT AT o7, [ LT 9 (F78FTH) 12

3. TSN Ter, FeAHTE F AHTT I o, oF ST 15
T (ST

4. Froqsfter aet ster, f.=1/100 IT, &6 A& 9T (FLATH) 0.6

5. gl T, TEAHE % T I 9T (F8FaT) Tl

6. Tl AT, FAAT o AqHR IS &0 (F8FTH) 1

7. 2 q, FSAHTE 6 AqE I 4 (SFfgFaH) 3

8. T STET Y I, TeIH o AqHI AT o0 (F9FaT) 15

TOSEHT — (i) ATZLT ATAEATAF T&TS — ITAE 6 JA 9T AT ATTedTcdah Tare]|
[fer ST s¥ ey, T gor oot Sfie ot st ARty it o)

(i) =T TR | AT AR ATTISTHE JAT GEAAT qTET TaTd FAIar
AT, ST HATS o GT o YT ST o T3 7 gl S S A1, Fae, TAT 37T
FIE AT

(iii) AT ST — ATt S0 F & Tl 6 TA/ATST AT F IIoq AT
T Foierdl g fAedtuq arsaefier oo § Aeferfaa o7 9eF g cis-B-
AfeHie,  trans-B-TaHE, AT, ANAREHA  (TERENA), 0T
Ao | araefie oo # Afaw 79T Ul o il dre q7a7 7 2l

(2) srftwa fa=Tadt TaE 1 I8eY

gIftewa fEaTadt aaes & UISSY H Asteraceae T % WX 4Ie Artemisia

dracunculus Linnaeus % T@ Tl HI HTFHT S9TAT TAT T3S AT 81 T8

FAF Tled TTgRT F9THIT S1a% FTIAT Aoi13% T4, S1aad TIaT Ja #1eT 7

FIeHATIT; FaT a1 191 T STIET F7T TT & Fa®l U9 77 & JF7 §11°
zad fafEa yerrtaat & srfafera st foreft ot it w=irta =1 21

g fAefera sToearsit % =7 ar:
wH SrfSrereqor FUETE
.

(1 (2) 3)

1. | SRAT 79T, TSR % FTLAR T T (FTHFHTH) 10
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(4)

®)

2. | T UL, FEAHTH & ATHT T 9, [ AT T (ATEFTH) 12

3. | srvA-srgeefte Uer, FeAHTE F SAqHIT T o, oF U 15
T (ST

4. | Froqefier aer ster, T.70/100 IT, [5F S 9% (FLAdH) 0.5

5. | aTedY URTY, A % AR I 0T (FaFTT) T

6. | aTELT AT, TR % AqHE I &0 (F8FTT) 1

TSN — (i) AT ATEafas qard — IATE F JA 48 FT ATAedsh Tard|
[f1er ST s¥ v, T go et Sfie ot st vty 9t 1)

) ATEdr UETd ¥ FIE geINIE ATIRISHE JAT HEAAT argdr Tqrd srgaEr
AT, ST FET % O % AR 0§ TFF T al; ST SISAT, Fhe, TAT 377
FIE AT

(iii) AT STTeATd — ATt S0 & & Tl 6 STA/ATST AT F IIoq AT
T Fuierdl g fAedtuq arsaefier oo § Feforfaa qea 9e® g cis-B-
AMEHE,  trans-B-ATHA, MM, AAARERA  (TEEE), T
HiSergSrTe | arsaelier oo # "faw 7T UlermTs (o il |79 97 7 81,

AfFTw 2.10 ¥ " 9% 97 S (@S o9 ° f99) 7 "@efeq s9u-EfHeaw 2.10.8 &

) CHRTATA T 3T Wi GrHies” Heeft areoft 2 &t %7 547 5 F 979 Fidq
(3) #Fr wfafe £ g °75 & 500 wfawerrfoT & ot

) “SATE® AT § AR TaTdl § FFiad ardaer e dadt amoft 3

£ -

() 7" "EAT 15 F 9T Hiad (3) 6 =2 it svg *10 & 757 giaerud
T ST

(i) 7 G&AT 16 % A9 Fiaw (3) &t FATE Hif g °5 & 30 wiaearioa
STt

“Feeaqas @’ "@a9dt [AAEE 212 F I9-[AEIw 2121 & @€ (1) & 990q
ot @ ofa: sartaa BT ST, o7, -

(1%) TSI IcITaT | "ereani, (S8 dTehiehd @rer ScaTal & (o a1 qgarsd 9ars ot
&, % TSI & HIAehIhd GTe IcATal H U, U, U F qgd TATTod Sfdsf GZrHiesd &
TATT-ATT Tedsl TTHISH | HI5 TRAdT 7 2l, 37 [0 HaTad Aahihd @rel A& #hf
Joft 1 Arze f3ar Sruw, 93 At araeTsw g av AareEa ® =9 sner iy fevwofy i
ST T

(1) e 3carat # "@9esl, ™ =9 B % agq Aamdga Idal & o @mg
TEAST TaT A g, & TS | Aaigd @ Icaal § UR.UH.UH.AT & dgd
T Sfast Rrfied F ara-ary Feas Rrfied § afEdd g, 39 o Aehean

AT @I ICATE AT AN F ATCTHAT @I T A58 [&FT STOAT AT &
forT &t sfiw/srraT Feas dRfied § U9 g2 uiiadd &l aread | o (T SITuA:

g a8 T @rer wrfesreor ST AT STteer gy AreHe i TfEia
THT U QT ICATET & (o1, gt Fgl @] &, Gl HIETET T a1 & Anraeft
frgia/strar BT # adt 517,
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(6) 9T % oy qAT fier IcuTe” Faedt IU-FAf=aw 2.16 F qamq Re=fertea sy-fafaem s:

=TT TR STTO, 3T -
“2.17. T st F 7w

T ATAF F3S T 99 T 93 Tohol 97 T TohoT 9 IAT A F IATRl F ool § HTer
AT STHANT & [o7T erad @< 1§ TIT qAamioad AT (Horedi 9 a6 214 &

1. IEERUI

A fereat & F forat afya €, S 9 GEd $iw @56 fa § RO i
TATATLY &1 o ST HTAT A0ft 3 AT T AT ATeF Foelt ATARIEAT AT 2 FAHTH9
ET 2 H AATART T AT Hoeqhl T a1 gl Tahal gl I THERT [ T,
TITTA AAAT MEAT & TH Fleh, THHY, ATT T, IATAHY, fhvaq T, STH1EE Feah,
qEATHY, HOAq Fh, qTAFL, GAFL, dF Hh, TRIFAT Hh ATGT A AHAT0
S/3roraT UHT &1 U AT AfEre whmaed & fha ST gt 2

2. ATE9TSH AT

%)

TH-AITRA FBT2AT & {70 Foet ! qrit
(i) g IiE-reaTa

G AT Y AEE (M 3cC1E 7S Y @ qgdisy)
fafaae, 2011 & 7or fAfEa 3o o U UT8ey, HiH oY T
TS, TY T9T IS

(i) =TT
qre, foreehl Efafeat arer qear o 7T (| 3c1e 996
3 @Ter wgasy) fAafaw, 2011 7 AT g
(iii)  =AT-sTETRA
AT, et Affs=t ' qear 7 AT (" 3rE S
3T T ggarsy) AtHaw, 2011 7 fAfga 2
T H TAT TETAT 9T AT et & forw fw=at arat
(i)  SATS-smeETRa
ST=/ATSILT/ETA AAAT I T I¢ATq
(i) @ HaAr & /-
T w5, [T, AT, STIar 39 TEHEhd 3caTS
(iii)  heT S¥/TTAT Hostl-3TETA
e SATT/AAAT FloaTal SAT/ATAT I IR
gt fereai F forg w4t arsft
TR @ 2(F) 37 2 (@) § Ry w==r amf § & G oft
IEEIEASRIER ER IR T
ERIERUEEEEEL]
(i) ST TH AAAT Taafad T g, HIL ATAT Fodl AHEET 6
Fafad @rar qeaaT Y 99 (T SITe J9a 3T @rer
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Tearsy) fafRaw, 2011 # srqaa "ot 1 @ A1 e s
AT 2

(i)  SU-AFEE 2 # g3f¥q goed =9 [fRgat % f@iq o1 Faiia
BIGENETE G il

3. T[T Th
F)  Icdrad TTHAT H AT Fod ! HTHUT HATAT HIARL F AT 2l I

ATEATIH AT, TATH AT FATE &I qAT dg Thl JTHT T SrEm g

AT A7 T aredl Te | qFT 2l a8 ei/Ael & e, g

T TAT A Tohell STq ST STEd Tare & Tad gl

g) A At i wifae s T e

& FUTY TE-SMETRG | T ¥ TAC IR 9 | afewsy
. (7 i T o=t
TR, &T-|  (FATT-SAT4TIRT,
HTETR, Her/qeol1-3TETR,
Gra-araTiRa),  q@ /-
TETR)
(1) (2) (3) (4) (5)
1 | svr-srgaaefer o, 0.2 0.2 0.3
FfaFad, % (F=T9T9 F
qIEW)
2 | =t T2 T4 FT R 24
AT (FLATH)
3 | &t W oFEr A 40-44
SERT-ATaqT AT o
afew
4 | HFT T AFA (AATH 0.4-2
e F  §AqA
FfIFIT %)
5 | TesiEETES 1 0.6 10 10
(Rl 7€ @@ #
Ao/ B Ed
foett-aagen), stfderas

4.  GEITEEHE

TH {IE | TS IcATal F qag H 39 fAtvadl F aRkidee w § @fta @ wgasy
Tl T [Afase HoTelt § SUTRT AT ST 96aT 81 S a7 AqT Tiaated T g, 39
ARt & T8 T SIHT GATHHILT TITAT T TN AT ST Tl T 2

5. wquF

TH HITH | A 9T IIE @T gLeaT ST AIa (Sgu, Ay 3w saferse) e,
2011 % fAf2a dguai & ATIFaH TqL F AT 2l
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6. TEogar qeeft STy

(F) S7aTE F T AT FATAT QT AT AT AT (G FILATL HT STAATIA 3T
ThregERe) AfHem, 2011 &t =T 4 § &f@a staerst, S @n] g, &

FTETE AT ST
(@) Ioare = fafREwt & afifae @' # [Afdy dag gemstas sauesi F aq=
=Ll
7. «afenr

ITATET TT AT GTT AT 3T ATHF (AT 37 q=ei) fafaaw, 2020 F dqEmr a7y
ST
(F) SHREFT AN

(i) STIFT & Ataad -+ 2 § Bfga 0T % T a Tod® ToheT 1
ITATE T ATH 6T Farard Aoft & 71 foram 9w |

IETE & forw —

“ZTATE T ATH (ST-401T)
UG AR (G- [TE)
(ii) 8 % ATETY AT ITLFA ATH K Ado AT ST T &, Forae Iaarat
% Tara¥oT o T ITH ITFTEHAT T Hle GH 7 2l
(i)  FE-METRT M2T=AT & ATH § @I FIAATRT Adel 9T ol 6l AT &
= T % STE qRTAT F T A T T A
(iv)  SoaTE 9T Tt ame &t o & sraferT &t amarer sroemstt & srfafera
QT LT 7 A (FFsmae sfiw 3me) fafa=w, 2018 & Iuey an] givl

(@)  AT-gET 9T Fi AT
AT-GEIT 9T T GAAT @ LT S /e (AatenT e gaeie) fafqaw, 2020 %
TEATT 4 F FTEATT &I ST
8. wia=rae 3T fagwor uafa
AT T T GLEAT ST AT T 3T aRA-a97 9 [Afdw fqeret & afia yia=ae
T fagroror it wgfaat @ 2
2.18. AR THHIA & HAH

T HTH @< 1 H TRATNT ARSI 77519, TEAE @ 3T W | Gaiad 7a Thoras
AT TohoTag SCATRT I AT B &, ST HTel AT STHNT o [olT FaTHT 92 o+ ST gl

1. e

THFHIT H T % Tq1% T 9 a9 IqTE ATHIT g, ST A1 a3 /epfd 9%
AMYTRA & T TR /AT TaTaRT gl o 3! Sared Zoi % FqEe U AT ATeH
Fodl ATARIEAT 997 =9 AT & @2 2 § 79O1aied O o 0d S92l F a9 gl 9% gl
SHHT TEHERL T § THEL, IATARL, a5 Fileh, TARL, AQAdT Hh, TRT Flah,
qAFT AT THIT TORITO SHT/TAT THT ST Ueh AT AT TORITH & AT ST ahar 2l
sifafHa Scare FoReT ot SUad STeRTe 3T Gt | qITe 36T STT J9ha T 2




[T 1l—ETE 4] ST T TS - SAHTT0 9
2. FHHIA! 6 ILIF AT
(F) AT Ft AT
ATSIT/ET STTAT ZTel S/TAAT ITh THERT ICATE ATAT IR GH S
(@) A 3T Fool-3MeTRT Foedl ATt
el S/TAAT HioaTd1 SA/ATAT I THEFd IR
) @ w1, [T, Aier-swenfia wgt annft
T w1, [T, i, fi/errar 39 THehd ScaTe
() ity FHEE % forw Fgy It
TR ®T 2(F) WY 2 (@) # FAfAfde =1 amiat § F e o ofF
e o Rt ST HeRaT Bl
(=) q ATHAT HAF:
(i) S T qFAT Tiaaiad T Fl, FOC AT Fodl qEadr &
A @ AT ST A\F (FT STE A19H ST g1 9gaisy)
fafaa®, 2011 # SIaT Hereshi T TART AT AT ST FhaT 2|
(i) @< 2 ¥ A9=q g9ew 39 A=t F siasta 797 Rgiia 7wt &
AT 2
3. OTAT ¥EH

(F) IR THAT H T Fgl AAHAT Hafed AR 6 AT 2l IAE 6l
fSaTae, a9Tde, AT % wa1e § Aty Uieemmet qor gi S9H T T&e ereEr
T F BT STAAT a5 ACATATIAH €18 | AT @il dg hlei/hiel & <M, LA Fash
TAT 17 oY ATTTISTh STERTT qaTs F o gl

(@) AT THA AT Aifa® i T Faward

FH AT IAST- | FASMY | @ wA, | qOeRA
. AT | o9ar 4, SICICS
LESIE i<
TR | s
(1) (2) (3) (4) (5) (6)
1 | T, afeewa, 3 5 5 -
% (FFTATT &
ERGIRY
2 | FF 4T, % 45 55 55 55
(F=T9T
qTEW)
EIBETE
3 | - 0.1 0.1 0.1 0.1
e efier T,
AfIwad, %
(F=T9T
I
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4 | AFT |, 1.0 1.0 1.0 1.0
ferFay

5 |gaqgadmae | 0.5 0.5 0.5 0.5
CIEIERUEE
= TqHA,
EIBELE)

R EE I EE 10 10 10 10
a1 (ATt
UEELIE:]
AT/
EDIERCEL

qHHIA),
arfersray

4. G AT
TH WS T 3caTal & forw 2+ fafqamt & aifors '« § [fce e agasT
TETAT T ITANT Miae Hiwwe § har S ashar g1 S a& w341 wiaared 7 ar,
=4 FATRTHT % T8 TAT A GATHHRILT TaTAT T TART 63T ST Hha T 2|
5.  Hq®
TH OT9H H o a1l ScATE @1 AT Y AT\ (g0, Ay i sraferee)
fafq=w, 2011 & ART 93Ul & ATSFTH T2 % AT Bl
6. TIoIAT deefl e
(F) IR AT TR AT FATAT GTX GLAT AT T (QT FLAT FT
AT oY TREEER) A, 2011 # sqgHEr 4 ® At
STUEATS, ST AT &, o ATATL 6T ST
(@) 3= =4 ATt % 9y T ¥ Ay g9 geasias st &
A= 2

7. AT
STITE IX Aad T LT ST AT (At $ie wqei) &= =, 2020 F e
FTT, ST
(F) ST FTAH
(i) ST & AT IT-AIw 2 § @fgd 904 F aqan T+
ohsT T IATE T ATH ITh! Hatard Avft F |1 forar o |
IETEL & oI -
"ITT T ATH" (30T)

" AT (F T FaofT-3AETHA AHAT)

(i) & % ATA A STLFT ATH FHT AG AAT AT T g, o
IATaT o Traor & q9T 39 STATFAT 7 Fls 99 7 2
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(7)

(iiy  IoaTE 9¥ FRET 3T AT Rufa § Safe T i ST soeTet &
AfaTerd |Ter qeaT 3 #e (e & 3 @feae, 2018 &
STEE AN g

(@) -G 9T HT AT
T-GET 915 X AT @I LT ST AIAF (AT S gaeie) A=,
2020  STEATT 4 F FATATT &1 FATTAT

8.  witwaw sz Rgww ugfy

AT @ AT ST AT Tl g7 a9a-a97 9% [y It §
Ffura Sfa=ae i fagor &t ggfaat ang grim”;

e 3 F fAfFaw 3.2 # 'grer @ 7 "@+9faa su-fAffaw 3.2.1 F s,

(%)

(@)

()

(=)

(=)

()

(=)

TSI | Fafaq @< 1 it qoft & w1 "ag B ot 7§ a9, i@ $6i7 wiead,
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FOOD SAFETY AND STANDARDS AUTHORITY OF INDIA
NOTIFICATION
New Delhi, the 31st October, 2022

F. No. STD/39-FA/Notification/2022.—The following draft of certain regulations further to
amend the Food Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011,
which the Food Safety and Standards Authority of India proposes to make with previous approval of the
Central Government, in exercise of the powers conferred by clause (e) of sub-section (2) of section 92 read
with section 16 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 containing this notification
are made available to the public.

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

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

Draft Regulations

1. These regulations may be called the Food Safety and Standards (Food Products Standards and Food
Additives) Amendment Regulations, 2022.

2. In the Food Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011,
(herein after referred as said regulation), -

(1) in regulation 2.2, in sub-regulation, 2.2.1-

(a) at clause 19, relating to ‘Palm Oil’, in the table for the entry in column (3) against the Parameter
‘Refractive Index at 50°C’ shall be substituted with “1.454-1.456";

(b) at clause 20, relating to ‘Palmolein’, in the table for the entry in column (2) against ‘Refractive
Index at 40°C’ shall be substituted with “1.458-1.460";
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(c) at clause 21, relating to ‘Palm kernel oil’, in the table for the entry in column (3) against the
Parameter ‘Refractive Index at 40°C’ shall be substituted with “1.448-1.452";

(d) at clause 29, relating to ‘Palm Superolein’, in the table for the entry in column (3) against the
Parameter ‘Refractive Index at 40°C’ shall be substituted with “1.459-1.460;

(2) in regulation 2.5, under sub-regulation 2.5.2, after the clause 2 related to ‘Comminuted or Restructured
Meat Products’, the following clause shall be inserted, namely: -

“2A. Meat Sausages
1. The standard prescribed under this clause shall apply to meat sausages, fresh or cooked.

2. Sausage is a product obtained by stuffing minced meat (pork, poultry or meat from other food animals)
and other ingredients (fat/oil, salt, water, extenders, spices etc.) in casings (natural/artificial) which may be
marketed as fresh (raw), fermented, cooked and/or smoked.

3. Meat sausages, fresh, shall be palatable, and shall have pleasant flavour and attractive appearance. No
foreign or any other objectionable odour shall be present. Meat sausages, fresh, shall be of a good uniform
texture characteristic of the product. Pieces of hair and particles of bone shall not be present in the product.
The products shall be free from dirt and from insect and rodent contamination. Any deleterious substance
shall not be present.

4. Ingredients- Meat and other ingredients as given under the standard of comminuted, restructured, cured
and smoked and dry/fermented meat products prescribed under these regulations.

5. General requirements
5.1 Fresh sausages shall be prepared from one or more kinds of fresh, chilled or frozen meat.

5.2 Smoked sausages shall be prepared from one or more kinds of fresh, chilled or frozen meat and smoked
with only hard wood or other non-resinous materials.

5.3 Cooked sausages shall be prepared from one or more kinds of fresh, chilled or frozen meat and cooked
to attain the internal temperature of 75°C.

5.4 Dry/fermented sausages shall be prepared from one or more kinds of fresh, chilled or frozen meat
subjected to a controlled drying process.

6. Preparation and processing-

(i) Mincing: Chilled/frozen meat/offals/trimmings shall be minced using a mechanical meat mincer. In
case of pork fat, the same shall be minced after freezing.

(if) Emulsification: Minced meat and other ingredients in the sausage formulation shall be emulsified
with the help of a meat chopper (bowl chopper) to form a fine paste (meat emulsion).

(iii) Stuffing and linking: The minced meat or meat emulsion shall be stuffed into the casing with the
help of a mechanical stuffer. The linking of the sausages shall be performed either manually or with the
help of mechanical linking machine.

(iv) Cooking (applicable for cooked sausages): The stuffed and linked sausages shall be cooked by
suitable means to attain the internal temperature of 75°C.

(v) Cooling (applicable for cooked sausages): The cooked sausages shall be cooled to below 40°C prior
to chilling/freezing.

7. Storage requirements -
(i) Meat sausages, fresh shall be brought to a temperature of 4°C within 12 hours.
(ii) The fresh chilled sausages shall be stored at a temperature not exceeding 4°C.

(iii) Fresh or cooked sausages shall be chilled before freezing and the freezing shall be completed at -
18°C or lower.

(iv) The cooked and chilled sausages shall be stored at a temperature not exceeding 4°C.

(v) The frozen sausages shall be stored at -18°C or lower.
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8. Composition of finished product; the product shall conform to the following compositional
requirements —

S. No. Parameter Requirement
Q) (2) Fresh Cooked/Smoked Dry fermented
@) (4) (5)
1 Meat, Minimum (w/w) 50% 60% 65%
2 Moisture, Maximum (w/w) 65% 60% 50%
3 Total ash, Maximum (w/w) 3% 3% 3%

9. The product may contain Food Additives permitted in Appendix A.
10. The product shall conform to the microbiological requirement given in Appendix B.

11. In addition to the requirements specified under this standard, the standard of comminuted or
restructured meat products prescribed under these regulations shall apply to these products.”;

(3) in regulation 2.9, after sub-regulation 2.9.42 the following sub-regulation shall be inserted, namely: -
“2.9.43 Dehydrated Tarragon
(1) Dehydrated Tarragon, whole

Dehydrated Tarragon (Vilayti Damnak), whole means the dried leaves obtained from perennial plant
Artemisia dracunculus Linnaeus, belonging to the family Asteraceae. The colour of the dried leaves ranges
from pale green to grey-green. “It will be free from visible foreign organic or inorganic matter including
molds; living or dead insects and pests; tissues and excreta of rodents or of any other animal or human
origin”. It shall not contain any other plant species other than those specified.

It shall conform to the following requirements:

S. No. Characteristics Requirements
1) ) @)
1 Moisture content, per cent by mass (m/m) (Maximum) 10
2 Total Ash, per cent by mass (m/m) on dry basis, (Maximum) 12
3 Acid-insoluble ash, per cent by mass on dry basis, (Maximum) 15
4 Volatile oil content, ml/100g, on dry basis (Minimum) 0.6
5 Foreign matter, per cent m/m, (Maximum) Absent
6 Extraneous matter, per cent m/m, (Maximum) 1
7 Broken stems, per cent m/m, (Maximum) 3
8 Yellow or brown leaves, per cent m/m, (Maximum) 15

Explanation- (i) Extraneous Vegetable Matter - VVegetative matter associated with the plant from which the
product originates. [Yellow and brown leaf, crushed stalk and buds should also be considered as extraneous
matter.]

(ii) Foreign matter means any visible objectionable foreign detectable matter or material not usually
associated with the natural components of the spice plant; such as sticks, stones, and any other material.

(iii) Chromatographic requirements: The volatile oil obtained by hydro/steam distillation of the dried leaves
of tarragon, and analysed by using gas chromatography shall comprise the following main constituents: cis-
-ocimene, trans-B-ocimene, transanethole, methylchavicol (estragole), and methyleugenol. The volatile oil
shall not contain significant amounts of either sabinene or elemicin.
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(2) Dehydrated Tarragon, powder

Dehydrated Tarragon (Vilayti Damnak), powder means the powder obtained by grinding dried leaves of
Artemisia dracunculus Linnaeus, belonging to the family Asteraceae. “It will be free from visible foreign
organic or inorganic matter including molds; living or dead insects and pests; tissues and excreta of
rodents or of any other animal or human origin”. It shall not contain any other plant species other than
those specified.

It shall conform to the following requirements:

S. No. Characteristics Requirements
1) ) ©)
1. Moisture content, per cent by mass (m/m) (Maximum) 10
2. Total Ash, per cent by mass (m/m) on dry basis, (Maximum) 12
3. Acid-insoluble ash, per cent by mass on dry basis, (Maximum) 15
4, Volatile oil content, ml/100g, on dry basis (Minimum) 0.5
5. Foreign matter, per cent m/m, (Maximum) Absent
6. Extraneous matter, per cent m/m, (Maximum) 1

Explanation- (i) Extraneous Vegetable Matter - Vegetative matter associated with the plant from which the
product originates. [Yellow and brown leaf, crushed stalk and buds should also be considered as extraneous
matter.]

(ii) Foreign matter means any visible objectionable foreign detectable matter or material not usually
associated with the natural components of the spice plant; such as sticks, stones, and any other material.

(iii) Chromatographic requirements: The volatile oil obtained by hydro/steam distillation of the dried leaves
of tarragon, and analysed by using gas chromatography shall comprise the following main constituents: cis-
[-ocimene, trans-B-ocimene, transanethole, methylchavicol (estragole), and methyleugenol. The volatile oil
shall not contain significant amounts of either sabinene or elemicin.”;

(4) in regulation 2.10 under sub-regulation 2.10.8 relating to ‘Packaged Drinking Water (other than Mineral
Water)’,

(@) in the Table 2 related to ‘Organoleptic and physical parameters’ for the entry in column (3) against
Sr. No. 5 shall be substituted with “75 to 500”;

(b) in the Table 3 related to ‘General parameters concerning substances undesirable in excessive
amounts’,

(i) against Sr. No. 15, the entry in column (3) shall be substituted with “10 to 75;
(ii) against Sr. No. 16, the entry in column (3) shall be substituted with “5 to 30”;

(5) in regulation 2.12 relating to ‘Proprietary Food’, in sub-regulation 2.12.1, after clause (1), the following
clauses shall be inserted, namely: -

“(1a) Products where addition of ingredients including applicable additives in standardized food products
do not lead to any changes in the standardized food products in terms of the defined horizontal as well as
vertical parameters under FSSR shall be licensed into respective standardized food product category,
subject to the endorsement in the license, if required.

(1b) Products where addition of ingredients including applicable additives in standardized food products
under these regulations lead to changes in the standardized food products in terms of the defined horizontal
as well as vertical parameters under FSSR, these shall be licensed as Proprietary Foods with the nearest
standardized food product or category. Any such changes in horizontal and/or vertical parameters for
compliance shall be subject to endorsement in the license:
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Provided that Food Authority may prescribe guidelines/procedure for conditions to be complied by
FBOs for such food products at the time of grant of licenses, by the Central Licensing Authorities,
wherever required.”;

(6) after sub- regulation 2.16 relating to ‘Hemp seeds and seed products’, the following sub-regulations shall
be inserted, namely: -

“2.17. Standards for Indian Mithais

These standards apply to Indian Mithais as defined in Section 1 for direct human consumption for both pre-
packaged and packaged products sold over the counter.

1. Description

Indian mithais means sweets that are traditional and innovative from Indian heritage and culture. They may
be prepared by using one or combination of raw materials and other permitted ingredients as specified
under section 2 of these regulations as per their relevant category. They may be processed by heating,
cooking, steaming, boiling, fermentation, coagulation, drying, condensing, frying, roasting, baking,
ripening or similar processes and/or any combination of processes thereof in various forms, styles or
consistencies.

2. Essential Composition
(). Raw materials for Milk Based Mithais
(i). Milk Concentration based

Milk and milk powders, cream and cream powders, milk fat products as specified under FSS (Food
Product Standards and Food Additive) Regulations,2011

(ii). Khoa based

Khoa whose specifications are specified under FSS (Food Product Standards and Food Additive)
Regulations,2011

(iii). Chhana based:

Chhana whose specifications are specified under FSS (Food Product Standards and Food Additive)
Regulations,2011

(b). Raw materials for Non-Milk Based Mithais
(i). Grain based
Cereals/ millets/pulses or their processed products
(ii). Dry Fruits nuts/seeds based
Dry fruits, Nuts, Seeds, or their processed products
(iii). Fruits and/or Vegetables based
Fruits and/or vegetables and/or their products.
(c). Raw materials for Composite Mithais

It may be prepared from any combination of the raw materials specified under section 2 (a) and
2(b)

(d). Other Permitted Ingredients

(i) In addition to the raw materials permitted above, the ingredients as permitted under FSS (FPS
&FA) Regulations, 2011 may also be used unless otherwise restricted.

(if) The ingredients referred to in sub-regulations 2 shall conform to the standards, wherever prescribed
under these regulations.

3. Quality Factors

(). The raw materials used in the production process shall meet their respective standards. The product
shall have characteristic texture, flavour and taste and shall be free from any rancid taste or smell or any
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other foreign taste. It shall be free from insects/insect fragments, visible moulds and any objectionable
extraneous matter.

(b). Physical and Chemical Characteristics of Indian Mithais

S. No. Requirements Milk based Non-milk based Composite
(Milk Concentration Grain Based, Fruits/ Mithais
Based, Channa Based, Vegetable based, Dry
Khoa Based) fruits/Nuts/Seeds based)

1) 2 @) (4) (5)

1 Acid  Insoluble ash, 0.2 0.2 0.3
maximum, %, (m/m)

2 R, Value of extracted fat 24 - -
(Min)

3 Butyro-refractometer reading 40-44 - -
of extracted fat

4 Free Fatty Acids (As Oleic 0.4-2 - -
acid equivalent max %)

5 Peroxide  Value  (Milli- 0.6 10 10
equivalent of Oxygen /Kg of
the extracted fat), maximum

4, Food Additives

For products covered under this standard, the food additives as specified in Appendix ‘A’ of these
regulations may be used as per the limits specified. Flavourings as permitted under these regulations are
allowed unless otherwise restricted.

5. Contaminants

The products shall comply with the maximum levels for contaminants specified in the Food Safety and
Standards (Contaminants, toxins and Residues) Regulations, 2011.

6. Hygiene requirements

() The products shall be prepared and handled in accordance with the requirements specified in Schedule
4, as applicable, of the Food Safety and Standards (Licensing and Registration of Food Businesses)
Regulations, 2011.

(b) The products shall conform to the relevant microbiological requirements specified in Appendix ‘B’ of
these regulations.

7. Labelling

The products shall be labelled in accordance with the Food Safety and Standards (Labelling and Display)
regulations, 2020.

(). The Name of the Product

(i) In addition to the above, each package shall be labelled so as to the name of the product along with
relevant categories as specified in the sub-regulations 2.

For example
“Name of the product” (Sub-category)
“Khoa Burfi” (Khoa Based Mithai)

(if) Other appropriate names may be labelled in accordance with relevant region where the products are
distributed in a manner not to mislead the consumer
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(iii) In case of Milk Based Mithais, the Food Business Operator shall declare the percent and type of milk
solids under the list of ingredients on the label.

(iv) In addition to the general labelling requirements, the provisions of the Food Safety and Standards
(Advertisement and Claims) Regulations, 2018, shall apply in case of any claims on the product.

(b). Labelling of Non-Retail Containers

Information on non-retail containers shall be given in accordance with chapter 4 of Food Safety and
Standards (Labelling and Display) regulations, 2020.

8. Method of Sampling and Analysis

The methods of sampling and analysis mentioned in the manuals as specified by the Food Safety and
Standards Authority of India from time to time shall be applicable.

2.18. Standards for Indian Namkeens

These standards apply to Indian Namkeens, savouries and snacks, defined in Section 1 for direct human
consumption both pre-packaged and packaged product sold over the counter.

1. Description

Namkeens means salty savoury products that are Traditional and/or innovative based on Indian heritage
and culture. They may be prepared by one or combination of raw materials and permitted ingredients as
listed under section 2 of this regulations as per their relevant category. They may be processed by steam
cooking, boiling, baking, frying, extrusion, puffing, roasting or similar processes and/or any combination of
processes thereof. The final product may be prepared in any suitable shape, and style.

2. Essential Composition of Namkeens
(). Raw material for Grain based
Millets/Cereals or Pulses and/ or their processed products or their combination
(b). Raw material for Fruit and vegetable based
Fruits and/or vegetables and /or their processed products
(c). Raw material for Dry fruits, nuts, seeds based
Dry fruits, Nuts, Seeds, and/or their processed products
(d). Raw material for Composite Namkeens
It may be prepared from any combination of the raw materials specified under section 2(a), 2(b)
(e). Other Permitted Ingredients:

(i). In addition to the raw materials permitted above, the ingredients as permitted under FSS (FPS
&FA) Regulations, 2011 may also be used unless otherwise restricted.

(ii). The ingredients referred to in section 2 shall conform to the standards, wherever prescribed under
these regulations.

3. Quality Factors

(). The raw materials used in the production process shall meet their respective standards. The product
shall have characteristic organoleptic properties like appearance, texture, flavour and taste. It shall free
from any rancid taste or smell or off-taste. It shall be free from insects, insect fragments, visible moulds and
objectionable extraneous matter.
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(b). Physical and Chemical Characteristics of Indian Namkeens

S. Requirements Grain Fruit and/or Dry fruits, nuts, Composite
No. @) Based vegetable based Seeds based Products
1 ©) (4) (5) (6)
1 Moisture, maximum, % 3 5 5 -
(m/m)
2 | Total Fat, % (m/m) Maximum 45 55 55 55
3 Acid Insoluble ash, 0.1 0.1 0.1 0.1
maximum, % (m/m)
4 | Acid Value Maximum 1.0 1.0 1.0 1.0
5 | Free Fatty Acids (As Oleic 0.5 0.5 0.5 0.5

acid equivalent maximum)

6 Peroxide Value (Milli- 10 10 10 10
equivalent of Oxygen/Kg of
the extracted fat), maximum

4. Food Additives

For products covered under this standard, the food additives as specified in Appendix ‘A’ of these
regulations may be used as per the limits specified. Flavourings as permitted under these regulations are
allowed unless otherwise restricted.

5. Contaminants

The products shall comply with the maximum levels for contaminants specified in the Food Safety and
Standards (Contaminants, toxins and Residues) Regulations, 2011.

6. Hygiene requirements

() The products shall be prepared and handled in accordance with the requirements specified in Schedule
4, as applicable, of the Food Safety and Standards (Licensing and Registration of Food Businesses)
Regulations, 2011.

(b) The products shall conform to the relevant microbiological requirements specified in Appendix ‘B’ of
these regulations.

7. Labelling

The product shall be labelled in accordance with the Food Safety and Standards (Labelling and Display)
regulations, 2020.

(a) The Name of the Product

(i). In addition to the above, each package shall be labelled so as to the name of the product along with
relevant categories as specified in the sub-regulations 2.

For example
“Name of the product “(Category)
“Aloo Bhujia” (Fruit and Vegetable Based Namkeen)

(ii). Other appropriate names may be labelled in accordance with relevant region where the products are
distributed in a manner not to mislead the consumer

(iii) In addition to the general labelling requirements, the provisions of the Food Safety and Standards
(Advertisement and Claims) Regulations, 2018, shall apply in case of any claims on the product.
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(b) Labelling of Non-Retail containers

Information on non-retail containers shall be given in accordance with chapter 4 of Food Safety and
Standards (Labelling and Display) regulations,2020.

8. Method of Sampling and Analysis

The methods of sampling and analysis mentioned in the manuals as specified by the Food Safety and
Standards Authority of India from time to time shall be applicable.”;

(7) in Chapter 3, in regulation 3.2, under sub-regulation 3.2.1 relating to ‘Food Colours’,

(a) in clause 1 relating to ‘Tartrazine’, the note under the Table, “It shall be free from mercury, copper and
chromium in any form; aromatic amines, aromatic nitro compounds, aromatic hydrocarbons, and cyanides.”
shall be omitted.

(b) in clause 2 relating to ‘SUNSET YELLOW?’, the note under the Table, “It shall be free from mercury,
copper and chromium in any form; aromatic amines, aromatic nitro compounds, aromatic hydrocarbons,
and cyanides.” shall be omitted.

(c) in clause 3 relating to ‘ERYTHROSINE’, the note under the Table, “It shall be free from mercury,
copper and chromium in any form; aromatic amines, aromatic nitro compounds, aromatic hydrocarbons,
and cyanides.” shall be omitted.

(d) in clause 4 relating to ‘INDIGO CARMINE’, the note under the Table, “It shall be free from mercury,
copper and chromium in any form; aromatic amines, aromatic nitro compounds, aromatic hydrocarbons,
and cyanides.” shall be omitted.

(e) in clause 10 relating to ‘PONCEAU 4R’, the note under the Table, “It shall be free from mercury,
selenium and chromium in any form; aromatic amines, aromatic nitro compounds, aromatic hydrocarbons,
and cyanides.” shall be omitted.

(f) in clause 11 relating to ‘CARMOISINE, the note under the Table, “The material shall be free from
mercury, selenium and chromium in any form, aromatic amines, aromatic nitro compounds, aromatic
hydrocarbons and cyanides.” shall be omitted.

(g) for clause 12 relating to ‘SYNTHETIC FOOD COLOUR — PREPARATION AND MIXTURES’ shall
be substituted with the following clause, namely: -

“12- Food Colour - Preparation and Mixtures
Colour Preparation

A Preparation containing one or more of the permitted food colours conforming to the prescribed standard
along with diluents and/or filler materials and meant to be used for imparting colour to food. It may contain
permitted preservatives and stabilizers.

The colour preparation would be either in the form of a liquid or powder. Powder preparations shall be
reasonably free from lumps and any visible extraneous/foreign matter.

Liquid preparations shall be free from sediments.

Only the following diluents or filler materials shall be permitted to be used in colour preparations
conforming to the prescribed standards:

. Potable water

. Edible common salt

. Sugar

. Dextrose Monohydrate
. Liquid glucose

. Sodium sulphate

. Tartaric acid

. Glycerine
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. Propylene glycol
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10. Acetic acid, dilute

11. Sorbitol

12. Citric acid

13. Sodium carbonate and sodium hydrogen carbonate
14. Lactose

15. Ammonium, sodium and potassium alginates
16. Dextrins

17. Ethyl acetate

18. Starches

19. Diethyl ether

20. Ethanol

21. Glycerol mono, di and tri acetate
22. Edible oils and fats

23. Isopropyl alcohol

24. Bees wax

25. Sodium and ammonium hydroxide
26. Lactic acid

27. Carrageenan and gum arabic

28. Gelatin

29. Pectin

General Requirements:

The total dye content, per cent by mass (m/v) in the colour preparation or in the mixture shall be declared
on the label of the container. In powder preparations the declared value shall be on moisture free basis and
in case of liquid preparations on as in basis. The total dye content shall be within the tolerance limits given
below on the declared value:

(a) Liquid preparation £15 per cent

(b) Solid preparations +7.5 per cent

It may contain permitted preservatives and stabilizers.

The limits of impurities shall be as prescribed in Table below —

Table
S. No. Impurities Limits
1) ) @)
1 Water insoluble matter, per cent by mass, Max. (on dry basis), Max. 1.0

It shall conform to the standards of contaminants as per the Food Safety and Standards (Contaminants,
Toxins and Residues) Regulation, 2011.”;

(h) in clause 13 relating to ‘BRILLIANT BLUE FCEF’, the note under the Table, “Note- The material shall
be free from aromatic amines, aromatic nitro compounds, aromatic hydrocarbons and cyanides.” shall be
omitted.

(1) in clause 14 relating to ‘Fast Green FCF’, the note under the Table, “Note- The material shall be free
from aromatic nitro compounds, aromatic hydrocarbons and cyanides.” shall be omitted.
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(8) in Appendix A, under the heading “IV. USE OF FOOD ADDITIVES IN FOOD PRODUCTS”, in
Table 14 relating to ‘Beverages, excluding dairy products, for ‘Food category system 14.1.5’ relating to
‘Coffee, coffee/coffee substitutes, tea, herbal infusions, and other hot cereal and grain beverages, excluding
cocoa’ for additive “Steviol glycosides” and entries related thereto, in column (6) the entry “160” shall be
omitted.

(9) in Appendix C, under the heading “II. USE OF PROCESSING AIDS IN FOOD PRODUCTS”,

(a) in Table 7 relating to ‘BLEACHING, WASHING, DENUDING AND PEELING AGENTS’ for the
entries in column (4) against S.No. 8 shall be substituted with “5 (as hydrogen peroxide)”;

(b) in Table 11 relating to ‘ENZYMES (for treatment or processing of raw materials, foods, or
ingredients)’,
(i) against S.No. 5, for the entries in column (3), after “Rice bran”, the following entry shall be inserted,
namely, -
“Aspergillus oryzae”;
(ii) against S.No. 6, for the entries in column (3), after “Streptomyces violaceoruber”, the following entry
shall be inserted, namely, -
“Aspergillus oryzae”;
(iii) against S.No. 26, for the entries in column (3), after “Aspergillus oryzae”, the following entry shall be
inserted, namely, -
“Bacillus licheniformis”;

(iv) against S.No. 35, for the entries in column (3), after “Aspergillus oryzae”, the following entries shall be
inserted, namely, -

“Rhizomucor miehei

Cryphonectria Parasitica”;

(v) against S.No. 42, for the entries in column (3), after “Kluyveromyces lactis”, the following entries shall
be inserted, namely, -

“Aspergillus niger

(variety- Awamori)

Fourth stomach of domesticated ruminants
(cattle, buffalos, goats and sheeps)”;

(c) in Table 11 A relating to ‘Enzymes derived from Genetically Modified Microorganisms (GMM)’, the
following shall be inserted, namely: -

S. Enzyme Name Production Donor Functional Indicative Residual
No Organism Organism and food uses level#
purpose (Not more
than)
1) ) ©) (4) (5) (6) ()
46 | Phospholipase A2 Trichodermareesei | Aspergillus For use in | Qilsand fats GMP
(EC No. 3.1.1.4) nishimurae (ex | degumming of | processing,
fumigatus) oils and fats, | Egg
RF8793 Egg yolk | products
processing
47 | Lysophospholipase Trichodermareesei | Aspergillus For use in | Oils and fats GMP
(EC No. 3.1.1.5) RF4847 nishimurae (ex | starch processing,
fumigatus) processing, Syrups  for
RH3949 degumming of | use in soft
oils and fats drinks or
bakery
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48

Lipase triacylglycerol
(EC No. 3.1.1.3)

Trichodermareesei

Fusarium
oxysporum

Facilitate  the
handling of the
dough for
baking-
Improve dough
stability  and
strength
structure  and
behaviour
during the
baking  steps
and Regulate
batter
viscosity,
degumming of
oils and fats

Bakery
products,
Oils and fats
processing

GMP

49

Glucose Oxidase
(EC No. 1.1.3.4)

Trichodermareesei

Penicillium
amagasakiense

Facilitate the
handling of
dough,
(Reduce dough
stickiness,
Strengthen
dough
structure,
Improve
cooking
tolerance) of
pasta or noodle
2 Egg
processing

Egg
Products and
Bakery and
Pasta
Products

GMP

50

Serine
endopeptidase (protease)

(E.C No. 3.4.21. 65)

Trichodermareesei

Malbranchea
cinnamomea
ALKO4122

It is used as a
processing aid
for partial or
extensive

hydrolysis  of
proteins from
both animal
and vegetable
sources.

Fish and
meat
processing

GMP

51

Chymosin

Aspergillus niger
var. Awamori

Bos taurus

Milk
coagulating
enzyme

Manufacture
of  paneer
and cheese

GMP

# All enzyme preparations should meet the following criteria:

© g~ w D oE

Lead: Not more than 5 mg/kg.

Salmonella spp.: Absent in 25 g sample.

Escherichia coli: Absent in 25 g sample

Total coliforms: Not more than 30 per g.

DNA: Absent in preparations from microbial sources

Antibiotic activity: Absent in preparations from microbial sources.”

S GOPALAKRISHNAN, Chief Executive Officer
[ADVT.-111/4/Exty./365/2022-23]
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Note : The principal regulations were published in the Gazette of India, Extraordinary vide notification
number F. No. 2-15015/30/2010, dated the 1* August, 2011 and subsequently amended vide
notification numbers:
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F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.

F.No.
2016;

F.No.
2016;

F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.
F.No.

F.No.
2017,

F.No.
F.No.
F.No.
F.No.
F.No.
F.No.

4/15015/30/2011, dated 07" June, 2013;

P. 15014/1/2011-PFA/FSSAI, dated 27" June, 2013;
5/15015/30/2012, dated 12™ July, 2013;

P. 15025/262/2013-PA/FSSAI, dated 05" December, 2014
1-83F/Sci. Pan- Noti/FSSAI-2012, dated 17" February, 2015;
4/15015/30/2011, dated 04™ August, 2015;
P.15025/264/13-PA/FSSAI, dated 04™ November, 2015;

P. 15025/263/13-PA/FSSAI, dated 04™ November, 2015:

P. 15025/261-PA/FSSAI, dated 13" November, 2015;

P. 15025/208/2013-PA/FSSAI, dated 13" November, 2015;
7/15015/30/2012, dated 13" November, 2015:
1-10(1)/Standards/SP(Fish and Fisheries Products)/FSSAI-2013, dated 11" January,

3-16/Specified Foods/Notification(Food Additives)/FSSAI-2014, dated 03 May,

15-03/Enf/FSSAI/2014, Dated 14™ June, 2016;

3-14F/Notification (Nutraceuticals)/FSSAI-2013, dated 13" July, 2016;
1-12/Standards/SP (Sweets, Confectionery)/FSSAI-2015, dated 15 July, 2016;
1-120(1)/Standards/Irradiation/FSSAI-2015, dated 23" August, 2016;
11/09/Reg/Harmoniztn/2014, dated 05™ September, 2016;
Stds/CPLQ.CP/EM/FSSAI-2015, dated 14 September, 2016;

11/12 Reg/Prop/FSSAI-2016, dated 10" October, 2016;

1-110(2)/SP (Biological Hazards)/FSSAI/2010, dated 10" October, 2016;

Stds/SP (Water & Beverages)/Notif (2)/FSSAI-2016, dated 25" October, 2016;
1-11(1)/Standards/SP (Water & Beverages)/FSSAI-2015, dated 15" November, 2016;
P.15025/93/2011-PFA/FSSAI, dated 02™ December, 2016;

P. 15025/6/2004-PFS/FSSAI, dated 29" December, 2016;
Stds/O&F/Notification(1)/FSSAI-2016, dated 31* January, 2017;
1-12/Standards/2012-FSSAI, dated 13" February, 2017,

1-10(7)/Standards/SP (Fish & Fisheries Products)/FSSAI-2013, dated 13" February,

Stds /SCSS&H/ Notification (02)/FSSAI-2016, dated 15" May, 2017;
Stds/03/Notification (LS)/ FSSAI-2017, dated 19" June, 2017;
1/Additives/Stds/14.2Notification/FSSAI/2016, dated 31* July, 2017;
Stds/F&VP/Notification (01)/FSSAI-2016, dated 02 August, 2017;
1-94(1)/FSSAI/SP(Labelling)/2014, dated 11" September, 2017;
Stds/M&MPIP (1)/SP/FSSAI-2015, dated 15" September, 2017;
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35.  F.No. Stds/SP (Water & Beverages)/Noti(1)/FSSAI-2016, dated 15" September,2017;

36. F. No. 1-10(8)/Standards/SP (Fish and Fisheries Products)/FSSAI-2013, dated
15™ September, 2017;

37.  F.No. 2/Stds/CPL & CP/Notification/FSSAI-2016, dated 18" September, 2017;

38.  F.No. A-1 (1)/Standard/MMP/2012, dated 12" October, 2017;

39.  F.No. Stds/O&F/Notification (3)/FSSAI-2016, dated 12" October, 2017;

40. F.No. 2/Stds/CPL & CP/Notification/FSSAI-2016(part), dated 24" October, 2017;

41.  F.No. A-1/Standards/Agmark/2012-FSSAI(pt.1), dated 17" November, 2017;

42.  F.No. 1/Additives/Stds/BIS Notification/FSSAI/2016, dated 17" November, 2017;

43.  F.No. Stds/O&F/Notification (5)/FSSAI-2016, dated 20" February, 2018;

44.  F.No. Stds/01-SP (fortified & Enriched Foods)-Reg/FSSAI-2017, dated 13™ March, 2018;
45.  F.No. 1/Infant Nutrition/Stds/Notification/FSSAI/2016, dated 13™ March, 2018;
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