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HIRAT GTer GLEAT ST HIAH T

I Ll
s faeett, 30 S, 2021

HT. €0, THegH/TaRt-05/T-1.a15(01).-a@T=r AT ¥ AEE (Agas g &f=aH, 2021, ST
AT T AT ST HIAF T, e T F TATHIGA o, T T 3T 719 Aterf=aH, 2006
(2006 FT "= 34) FT &RT 92 FT IT-GTT (2) F @€ (F) TR Tad ARHAT FT TINT FIT T T
FATEAT &, T & forT 2 AT 7 IT6T T899 TANAT oF T a7l GHT SAHAT 1 GAAT 6 [oI7 I

sferfe=m A aTT 22 FT IT-T (1) F AT I5q =T 92 i IT-eM=T (1) F FIAT F ATHAY TAGZI]
TR FEAT § AT TAGGIT Alied f&dr srar g & 3Fa s Afq=mt o 37 fafs & | @At & qatar

THTCT i & a1 o= o Strowm, ™o At & =9 stfesg=eT & Thiea e arer o9 & giaat
ST T IYAY FLTE SATUAN

T3 e ATTRT AT AT &7 AT IH T FIAHTL ATSRT, AT @I LT ST ATAH TTTEEHRT,
THSIT 9ad, FledT UE, 7% faeaii-110002 FT 74T regulation@fssai.gov.in T T-He & HSIT ST ThdT
2l

I%q TETaT AT F q9g | B =ie 7 29 g Mytia At 9 e sratat s gEet
U FTEA 1 @1 LT Y JIa TTTe0T I A= Shr S

3638 G1/2021 )
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1.

(1)
(2)

)

(4)

EIRER IR
(1) =7 ARIET F7 grer e 7 9= (s aer) &fHem, 2021 F27 S a6 2|
iR
arferfaara & @ AT 3T 7 ataf=aw, 2006 (2006 FT HETiEw 34) AT ;

G TTEET F ATAATH A7 &T=T 4 F siaiq eATiod WA @Ter qeAT i {9 TTierenor
(T, T, THL TS AT 2
AR AR F a8 @Te ATTIT g, ST 39 A=Wl & g« 1 F § g 1ag gas sl TrHIh
THAET H Ifedatad Teal Srrar deehi ofie/sar ugiadt #§ &fRa g F sqamw aaw B
TAT Y1 THH A IATE AT oA &, o rgatas g 67 STaeom & JqaTe 9+ Jeatds
Teed I, Tiq THH T T THTe AT, 1940 FT SAqL=AT ‘S TIT I8+ dgd a+ g,
1945 H g=1ag AFATaH SHUTSTT STIAT HIARMT AIA@F HUS AT TAT AT ITE,
THTE HTHAT, ST AT A TATET 98T, SET-gIeat; arq-SmaTid Agatas® et srerar
FATY, AEH AT TUCET ST ITTEar g 9HT-997 9T AT =a =T s deed ATHAT Tot
2l
AT feoqoft 1:- ‘@rer @ AT ST #TE AtAHaH, 2006 TT 39H qTad a7 [ A
# afrariua g1 [Afase T, B & 3w @9 & forw @fRa @ gart afga garess aqme
7@ & oIy STt F § afvtq GrATors TEaht # Ifeatad Teal i geet i agas § 0
gl AT B
ST feoquft 2 @ gt ‘F H [Afdse sryar steafaa s was § e srgates
A HT S=ATNF TqC TT IR g TS AT JATT ST Gfehar &eed &r afeharet 1
SRREOT AT g UH SR{2or &7 3 3 fafqgt it st & # sfeafaa wa=i # fAfde
TUTAT SI¥ A& AT AR G T ICATET FAT 2l

FTATHSE [ETq0lt 3 : ATAR MR & ok STl o1 e Fwas® JAee & forg e e st
H YIFd e UFhaq GT a&q, TAT a6, F19d, 3el, Heoff =9 AT % siaviq qgi |
[AAH THERT, TT €70 g0, g7 AL gU, Tierer [ gu, e Iamw gu, It o gu arer
= At & siata =1 s

‘AT | AT = AT 7 srqaEt At g

3. T UEATY:

(1)

(2)

(3)

FIE SAE 24 ATE TF & (A F AT F T smerfa gas Mg F7 IcATaT TIaT I
forshT T2l

G FETAT T AIA] AR 1 IcATaT @l LT 3T AT (FTET FHILATT T ATATIA
ST TiSrecranon) AR, 2011 FT ST 4 % TIAT HaT STUsm|

G FUETT G LT T AT (| 0%, Feregehed, v smer [ugs SuanT &
o =, e e s=se & o @, Fosrt @ $7 a9 @) [, 2016 6

AgA-4 | oA UF AT AfF FqMEEAdEd ATHRAT STAFRT AIAT AER F qE Al
freferfera 3 sremefie aer o § a1 S99 afiedT w7 g9 8




[9TT [H—=uE 4] T T TSI © T 3

() THET TS AT JATE A=A F AT IT AT ITh START & &q< Aigd AgAaH
oAt % sgE BT ST

(i) TH TS F7 oicq M § IULFT oA Taheiehi & SHhl HISEIT FT TqT AT ST
Tqhl
(4)  wrgae ser ¥ Rafae, et o ofiEr ofiet # 1 e sEa w9 g qu,
AT AR H TThfA @i §i9= g1 I¥ 37 g U2 =fud T 1 a6 2|
(5) @M FUERT AT AR it A =7 Pt i st = 4 At afvet &
STUEATSAT o SATHTL H|
4. ggaST: =7 fafaawi & enfaer Ioamat § =7 A==t it sqg=t v § nfafEa wetas @ agasa
R
5. §qu®: T AAIAT § AT 3718 =4 fafaaet & Jqg=r 7 ¥ @fga qear Suarst & aqsq an
AT AR 6 IAUTEA 6 (o0 T Foa | ararat ot 2= Afa=wi 1 sqeEt = # g qear sarst
& T gl
6. THRRIT ; A= SR |Ter e Y 71 (Forfoi) fafaem, 2018 F sqew 2n

7. FIS ATk =4 A= § Raiia sToarstt & ST STeaar gAfEd Fu 56T Sgag g 7 STad,
Ieehl Tfehar, Tt 8l T, S§ fashr & forw Ter A5l T, ST I 781 FT ST20ar o7 9]
o =T ST AEt R

8. AT, QeI ST faamas § =g v 7 foram siu & esgas ser § & 99a 07 9 g 3,
SHHT ITAT FA AT SATS el 1 I[OTLH & AT UH TUIEHT 7§92 7 337 S

9. | FIETT 9= A T LT & A (FFm v am) @3 =W, 2018 & qa :am @
FIENT T AqIAT ‘F | Ifedtad ITHIE [Eqh § T56 AIaT Fo9eh & (oU [iase F&eor srrar
Hehdl o ATEATE FIT| T FHT AT FATT TEATHF g, a8 TTHE STTAT ATTATRIO 7 g1 3 38k ITINT
FT FIE TA@aE TLAT BT TR 6 SITEGH | FHHT /AT Tq1eeg A1 Gl I @rer Teaor g 94
aATfad fa S

10. S sgas e & "1 = fafaasi % sfasia ffase 927 2, 39 fasht & for seomas, et & form
Tael AT fahl & o §=Tor @Ter e 3 994 (R-[fete | & |rer #9eh) f@afaaw, 2017 +
STHTY @ TTTEEI & SATHIGA % J18 &l a7 ST

11. Y A1 307 39-AHaw 09 &7 10 § [fdee @t =i IR & SAqHIEA & o7 @rer JTeheo
F TR w9 gg UH Gouw afEfd aamem v /T w7 oagas aer ¥ "eted
S TR 0T /A TS & TR/ SO /ST STTEAT ST /aE A OT/ATOTaT Sereft Yai T THTETT Feel il 97f<h AT g

12. AT AR AT ASTONT @I LT T AEF (AFTT 3T Tqeh) Afaw, 2020 F Sqa™ 97 =4
fafRert & < 12 faforse ST srreamsit % st 2n

13. AMAR AER F TAF Add IT AT TATSAA, AT ITHTFAT T, START T ST o Aater g
7 TAferss AafeT STaeATy gt &9 7 3{fhd gi, o791, -

F. ICATE o ATH FAAT e 719 F faeger M qfoa “argds smer” oss; o7 O F a79@ qRT
T da q¥ e iEte
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~ Ayurved
aahar

wE = § frfea wmel F w7 § T8 JqmEHl - Fad Agriisd SUAnT F o
Tg T & arde e &1 SuART Rt afivafda argr & fAseT & &7 § g G

SITUITT,

T F qHT F 70 SqTa=t a1 a4t S ATt 37T Fig ATITT, T q15 e, TS
F1E 2N, AT, TAT THIANT IeTTE AT ey ity v off onp 2 e

Tg TATA % IATE HT HSTLOT TodAT 0l Tgd | gL AT 10

Tg =ATa-l o 31T Fae {g & o/ 3T ST SiY 7 AraT ST & oI 981 8

14. meﬁww@?ﬁrﬁﬁ%ﬁ%ﬁﬁ{%ﬁwu o a1 FIE HIS[ET @1 IR AgAS
AL & w7 § fAfeaq &7 § AT § 3T ATH 6T STreeet 2= Afagwi § @R aafenr ata ang
AT Tlgd SEhT SATATT SIT| G ATTEHIOT UHT STAHTT ol TeraT Tarer Heiia

LA T
AYAT ATGR F T STHTOF Teershi hr it

FH 90 CED
1. EIECCIE IR
2. EEEIN
3. ATAFTGA
4. ERIEEE]
5. SR
6. ASZTHAE
7. SIREERERIIR
8. AR FoTGA
9. ATAT THTLT
10. ALAT TATHT
11. EIREERPE
12. TZIET

F. AFATaH BT A AT (TTE-1)

g AP q-HU8

T. TS F @T




[9TT Hl—ave 4] ST T TTSTT © STETET

13, ATSITATAAT

14. ATTIHT

1. EEEIENl

16. RIERRSEEEN

17. TEHTSALATHRL
18. T fAATATHRT
19. Hsh <cdl

20. T (AT

21, ERNUIR R

22, TefAue

23, gLHEAT

24, Faafeg

25, FLITHIRAT

26. AT IEH

27. EXIREEECIER]
28, TRIATAAEE

29. AT AT /AT TS T =argfer
30. (BRI

31. T qreRdT

32 PR ERRIEIBEE D
33, REIRERE

34. T AT

35 T JaIfueT

36. TH TS g

37. TH LcTq ==
38 THAT 91X 7 f8g TIREIE — 917 1
39. T qefaft

40. T AT TATHT
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41, TH AT AT

42. EGRINEPES

43, T A

44, SilEl

45, THg HTL-HUE

46. wF=EY AT TAATAT
47. GECRIN

48. EEREIE LIRSk
49, EERIRIEIEIGIRS L
50. SRR RS

51, STTETATAEIg

52. g SosTmtoETET
53, ERINEEE

54. forer FeaveTRe 2
55. QAT ATE {ILHT 3
56. EERIBELCEREECHER]
57. TATE AT

58. BRI

59. ECENEIETIR: LS
60. TEFAE

61. EIEEMEIRE

62. [EEIEIEE]

63. IELERIRIEIETI
64. gt

65. RIRIEEIIR

66. AT THATHL

67. RINICEEILI)

68. RIS EDES




[T [1—=e 4]

HILT T TSI . AHTYTL

7

* STETHT BTl 3ugET TTHIF qEaal # Filad Gewvl aUT 1940 & g [Afad ST JHEdT
TTHII 97137 § 3feaiad aeal ST el 9% STga1e® AT # &F & JqAIeT 5q 1391 39T T8
FTEET F F ATHT ITYFT THHIUF Jeawl & TR S9aT Jqae § IHT TIeF i Je@l 77

HTYA= AT % ®F H ATHIGT 57 [397C Tg1 134T TTT7/

EnGEkcd
AT AreTe Y Afrt o AT s
FH Zofy ey e qLATHE AHA/ITS T AT
|0 ATH Feqaq
1 2 3 4 5 6
STRTFTT Frarht *
arfger | Sfew §
ST T
ATH & T
F | Uh.UH.UH.T/ AT T | AT T =iy U, UH.TH.HT
TR CH.UAAT R | orfiyer A 3 orrfrer ey EE G LIRS
T T E ET 2 AL LRI I S
EELIEEDIES STHTTOT EIR R fera
EIRCERE | FAES F ITST F AATT | AT
TETH 6
TSt %
EREIES
g | 9O I/ THeFH F | AgAS AR F | TS H U IEG AAT | AYAS F | TF.UH.THT
“@—q'ﬁ'aggﬁﬁ‘aﬁ’ﬁ' ﬁqa&*ﬁ‘aﬁ’ Arfere THTH Wﬁl’aﬁ %W
ofaer arpiE | s RIS KRS SRl
e, frit | e T A e o, | AT | e
et st R oer | e |
AT % STEMT sfefira
frgrat o sl T, By
W"’“F'fqiaaﬁ FHLSTdT, T &
AIHAT (ST N o
a for 7, o, ’
ST T AT,
aﬁﬁaﬁ'{ﬁlﬂ-«ﬁﬁ o
TATR) oTHA &
g1 | qaT g ATLAT AT T | AU T ERID T @wg{aﬂl‘raﬁ'{
o’ o AT Sfeafea e | # A fafert
TSt AR aETe A Sfeafea F ATAT
wiHe | foe JTHTIOT TEahl | ATgAS ESIRRLER]
HoNfo wRE | S S | e A srafera
FAAT A0 BITHE | TTHTIOS
T AAT ATET TEAFT %
(Fr=r =TETHE qT3t *
fooqoft 39) ATETC
T2 | T ATHF O | ey & Ffera AT ST | sruterd gTe AT 3T
CEURE] 3;?4:: Sfeated s $ ﬁﬁﬁg m
- Bfores
a A Afre | Bfiefin i
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TTHTIOE 9731 § 7 | YA qeast | et | S & 9 sraterg
e fAforse Tnr, | ST F AGATC | TASH ¥ erfafara
oo 5 e T & H | qLATHT
TR AT FATAT STC | ALAAT 2T
= H A AR Sl

g3 | A e | ey Ay | A ElEEIET] qATEH | GT AT AT
RERICE ) e} % et qqAT Aol | qEH CIEEEIERET
EIGREIE] ST AP FUAH Fufera & ATA
%%%;;rﬁa RTS, TR 22 e
ATt A | srfer
G ampir | 7oA ar

Hqoeh

SRR

FTATHS ol 1: 3 Tehotas &9 § TEATH0T 6 SULFT g & FHI0 a8 AR & Fwide, o
STANT ¥ Ug I T gq 396 BITHE H FaaTd AqTHA §, % w0 q7 F BILHe § qad rssd

Tl 2l
TR T
AT et A gt
F.4. QT qEAST AT TYE KIPEREERCE] ST At
LAY

T9 T 20 TEF RAFH
2 T i 2% e ferdTE
3. | TR AT T T 2% ST e
4, | WETAT F AT IA 2% TReft, qATEEET TS
EEE 1% AT Tsiz
6. |FTAsTaA 0.5% AT Tsie
7. | ST ST T HETAL & 90 1% HATARI Tsie, T Tsie
8. |x S HETAT TSfa
9. | ST HETAT TSt
0. | @ R oy | Fomer o
11. | @=aTEY 5% ST TS
12, | THRUHUHAT H ATHT T 3T TS T qH ST TR, FriE,

SeTE TS
13, | Fga (Ffe ufEe) Sfroae MEERECEIR SRR
14, | TSTHIT O 1% REEIELIEC

*TqT F ATYTT I AT ff=ew
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HTLT =T TSI . AT

T 1. THAIT T=BdT HIGS

AL
AAT ARG * GewA s qH

TOH o § FTET R U wqY o AT gewshary g saeht et F fore sued gafa, Sarger F oo dfaes ufte s F o smuast 15214/msug
16068, ATEHTESTAF AT  forT srguaaar 29981, FT ITANT FLF HT TTTI

IOt 19, @1 gRET AEe

w ERICEIREERU T wFe T Hhal ST e TUET TR oMt
0 (cfu/g or ml) (cfu/g or ml) (cfu/g or ml)
BIGEDE] T FIGERERIS LI T FIGERERIS LI T

n m (M |n c m M n c m M

1. ATEHEFA A4S AN qA1 HE F=7 & oy | 5 108 [ 107 | 5 3 10¢ |10 |5 |3 10 | 10
GEL

2, er F= % forg aree e 5 104 [ 105 | 5 2 102|103 |5 |2 102 | 108
3. AT e, Fhftad g * NA NA NA
4. ERE LI PR IS: 5402/1S0:4833 IS: 5403/ 1SO 21527 Part 1 and Part | 1S/1ISO 7402/ ISO 21528 Part

2

2

feoqofY : I== 9T F T st (100 9T & =49) ¥ 92 GaT 9% (1 BT & 927 9) |res it Ifa=a Te1 § U6, UE.0H.0.37% & Qarqaad & JT9d %
ATETE AT AT ST FHAT 8 (STTELOT o ToIT T2l T o HTH § 10UT AT 5 UT H SeH AT T AqITRATT STaT UF 92 T & Ao T & n 9T § 794
fer )
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wH | IeaTE T FrewIFAr ferfeeRar giararsze

0
FiR=aT TS T gR=aT T T
n c m M n c m M

1. | SITHEFT AT AR AT #HTer Faef & forw 2 NA NA

I IR LU RCEE AR 5 0 Absent/25g | 5 0 | Absent/25g

3. argag g, e soame * 5 0 Absent/25g |5 0 | Absent/25g

4. T gt IS: 5887 Part3 / 1ISO:6579 IS: 14988, Part 1 /1SO 11290-1

AT

AT AL HaeT TRATHT Frer a1 3i7 71 (gae aer) fafa=m, 2020 # € 7 afvary & a2

I O 9= gERsifas® A9E AR g

THHI Faogdl AIaS & =9 § g Icrs AT F geAsias A1t § Icq1ad ToHH FT TAh AT FfAd g1 3HHT TINT IAE T AT H T HLeA
FT STUAT & & § Tl (AT ST gl T Hha T A1 &, I S0 GETIHE FHIaTs uferd gl &, e @rer e & e J&H it saogar a9y Tl 1
T I ITITEA TTHAT & q § AR 1| G LT ATFGS| & & H EASATAS AT H I/ T T HEAr TN g, ST Ieamad TiAT & 3id § 31 &
TS H TAT AT H 3T THTIH 20l STATE T qTAT HLAT T

AEATISTE TIOTH % AT § FILATS

THAITT FA=ZAT HTFAES! T ITAT A {FT S99 @I FTETT —

T AT AT AT (G FILATE AT FATATIA S Toreraneon) fafazet it srqg=t 4 § fRw 7u fRem-fdern w1 Frateaas gAfea w3 Twad =T fit S
FAAT T IEH FHTT FHIT-

o I QRTHT F T @rer qeAr Haeft ArAESt 1 I 21 2 2
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FIRERE RIECHE R I IR FA]

s ¥ v o seafeua fe= geasifas amert g9y & sfo=aw scares gareat siiv/srerar gee =i, S € @0 2f, 9% genstadr & o §
i A9 @ arer FtE g @T qRAT ST gE (AT ScAT8 ST @ qgdrsy) fAfHaw, 2011 JAT ArSuHet: 707 (FATaH €I FT SAII Fd g0
AT RIT Tt & FAfea AT S| THA7 w1 @eeraor Sia=a & 24 5ef & Hq7 T 6 o0 ITH1 SR 7 Tiagd -18°C(22°C) araam™ ¥ wefifad
et | ot Ohsr # 2-5°C qmIHT H, Sr ot @] 21, BT S1e, e 39 SeaTal & ST $ST07 IcaTee G107 6T ATIHTH 9% T i SIqeET gl aertaa
THAT ZHEAT § gemsitas® S 6 o qRierd 7 STel STh| @/l ¥ THAT TRl 6 STuterd et STFT qreft § <1 T Tq=TqT ST F ATAL AT S
Y 30 rfergf=a TIETemeTsHi T AT ST ‘0’ HEAT H YA AT« e forg vt (‘n’ wf=rEe A 7 & € oo F e g, Sargeond 7fw n=5 gr ar,
U ST AT FEAET A FF GeAT 15 gri)| AT TS § T qodaE A a9 -yt saRtenerstt § 9iveor sy S sifaw [ 9 st
STITITATSA o TIOTTH o SATeE 9% for T SIT0)| @rer geqT ATae! & JrHe § qi|l STRTmers & aRomHt § [Hidse aeest & Ifd Squrad daidd gil gewsiias
T % T GERT T FIA ATAT TART TG F & s STGY Tol gl TIRLTAT H AT “Hae T g5 ofds aret ot § f&afga wafaat 5
AT AT FHIT S0

AT FUAIAL % AT Gewstae Toermstt & Tid AqaTad 6l S GArd w2 & o0 @rer Sans H9T ot § [fdce geasitas qamai & Sqae STgE
Teger ¥ fAfase gewstfas sremet & ufa srqare giafsm Fa % o arer FErt oo & an § @ [ o, 9o0d & 9 °rer e s 719 (@
FTLATL T AATAT 3T Tore o) fAfad § AT =Aaw deaT, snaeds Tia=a i a8er gl & Jqa 3l °rar R Faed S0 FeIRT qeqn
& forw = &7 T “He T a0 agtadi” ¥ AT TEadl F qerar o fFed Tgiadt w1 STANT FT qhaT gl T T Tgiagt Efaaares squmad & o arp
SRR

EIEEERIE L]

TH HIEE § TIFT a9 n, ¢, m ¥ M & Aeferted o g

n= T H AT THIZAT T FqeAT

c=  2-ul Ta=ae ST & 1T m & 7T gemstias AT aretl 3 3-20f Ta=a ST 6 0 m T4T M % d= ATawaq SIqAqaT Sahreal ol gear
m= 2-{ =g TIST § STHATISAS Dl HATTsTh | (9 F arett GEHoi s JAT7 Srqar 3-20ft TIa== A1 H FArosish o S|

M= 3-9off To=ae AT § AEATTSTAT Hl S TToTAF & (4o T aTefl geoiras Sram

gt T Trsdiwr:
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2-3oft wfa=r= TsET (SET n, ¢ 3 m [Rfds €)

3-uft wit=aer AT (S181 n, ¢, m st M fAfds 7= §)

1. HA TSI, AT 910 70 T4 719 < m &
2. FEATISF, TQ I T g1 § F UF A7
T 919 >m 2l

1. HArIS®, S 910 0 G947 719 < m i
2. wErEeeity, afs stfesha® ¢ a9 m 3T M % 72T g

3. HArISHE, I 9T 0w H 7 U A7 Afeew 7 > M gt et Raifa cam A
ATk /9 >m 2l

Tt Tl gt ;| Feferfe oheor agfaat &1 ged agfogt F =7 § J=nr B s e sssar giHest S @re geeT qieet & forg fAfde
AETH/ATSUE TZIAAT F T UF.OH. U TS F @rer fearoor ggfa dgere (gemsitas givemn) § @R vgfat &1 of g7 foar s gewar g1 adeor vgfat
& TAATH HERLOT AN M| AT JIE 22T GIT S(ha e uasr T&1d (I & 1 IS XXXX / 1SO YYYY) fAaffEte fhu s 9% sreuseir 9afd &7
TATATH HEHLOT (AT ZEHT AU FAH, AT 3T 2l) AR[ 20T

90
1. | T e or T AT hT GEHSATANT — GEASTATIEAT 6 AT T ST THId — HRT 12 T wAe Tt 1% 5127 30 °C T FHiA1 T0ET - 1S
5402/ 1SO:4833
2. | AT Y FAF AT AT ST T ATE § THET ST FE 0T A OFh - 1S 5403
TAT

T ST T ATEIT ATHIAT T GEASA Tt — Fhal ST Fash el Sl ATdst Tgid — 90T 1:0.95-1SO 21527-1 | & St qahaar

3 3 ] o o
AT IcaTal H FIATHT TUET THATF

G T T¢] G ATHIIAT ol AT — FHAT 3T Fdeh held il S Tgid — 90T 2:0.95-1SO 21527-2 7 +7 ST qishaar

AT IATEL H FIATHT TOTAT THATE
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3. | FIRIEFIRAT | gt — TAREa AT o qAESSad & faT Sehe= & qrre Arieeft Rrgia — THdu a6l 3T FiAr 0T qahe e —
T AL UH/STEUTHAT 7402
T ST T AT ATHRMET it gttt — TR IR J1d F27 37 e £t afast qgfagt — 9nT 2: FHieA =T T0797

THATER — ATSTHAT 21528-2

I EEGIE T F TAUTFT TR AT SFETAT AT FA hl TFIATT — T 3:HAHAT FATT FA 6T TZ AT gareft qromeT Anteeft g -

AETH 5887917 3
T ST T AR ATHRIAT il FerstTaehl — FAAAT THI.-AEUHAT 6579 F ATHAT 6l & {asT Ta i

5 | faedirRar AT G@AT il Gesitasnt — AT FrTarzersidl i e iRaT Taddt, STa T ST S 6l afdst Taid — 90 1: /1
AT 1 FIA AT TFIT - Areuaar 11290-1 G 3T T AG ATHUAT il GeHSAAhl- /72 113FT FIFTATE2 1717 AT FleA ST ATHAT %0l

gfast wgfa, wnT 1579 e i 925 - U 14988-1
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IO 2 : HGUHI T ATHT T

T HTAH i (srfireaw)
T, R sfa R sreram R afa sfrex 25
atar, R st fBRIT sreram o wfy «fex 30
srerfere, TR wfe R sreram e i ofex 1.1
o=, R wfar R sreram fmm wft sfex 250
Fefrw, e g B srerar e aft fex 15
e, T wfe o srera fom e sftex 1.0
framreer aedt (qca =9 § qivawfera), fRm afa B sveam fomm afa sfex 0.25
FA THATEITEA*, pg T 20
AT 1%, pg i BT 10
EEICIEC DI TRE DI 25

(*qOTEY, & ST 9T ITATE, @ SStie, Nt (3N S6ehmr & o 8w g9+ gq aaw), e sremEr
et (3T sEEReor o oy oY 99 g dA), ITAT ST TETai/FaTaT W aTe @rer 3091g)

st T6ee, qe T STreehTy
[FarsTTa=—111/4/347./128/2021-22]
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FOOD SAFETY AND STANDARDS AUTHORITY OF INDIA
NOTIFICATION
New Delhi, the 30th June, 2021
F.No. Stds/SP-05/A-1.Y(01).-The following draft Food Safety and Standards (Ayurveda Aahar)

Regulations, 2021, which the Food Safety and Standards Authority of India proposes to make, in exercise of
the powers conferred by clause (v) of sub-section (2) of section 92 read with sub-section (1) of section 22 of
the Food Safety and Standards Act, 2006 (34 of 2006), is hereby published 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 copies of the Gazette of India
in which this notification is published are made available to the public;

Objections or suggestions, if any, may be addressed to the Chief Executive Officer, Food Safety and

Standards Authority of India, FDA Bhavan, Kotla Road, New Delhi-110002 or may be mailed at
regulation@fssai.gov.in.

Any objections or suggestions, which may be received from any person with respect to the said draft

regulations before the expiry of the period specified, shall be considered by the Food Authority.

Draft Regulations

1. These regulations may be called as the Food Safety and Standards (Ayurveda Aahar) Regulations, 2021.

2. Definitions:

1)
)

3)

“4)

“Act” means the Food Safety and Standards Act, 2006 (34 of 2006);

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

Ayurveda Aahar means a food prepared in accordance with the recipes or ingredients and/or processes as per
methods described in the authoritative books of Ayurveda listed under ‘Schedule A’ of these regulations. It also
includes products which have other botanical ingredients in accordance with the concept of Ayurvedic Aahar but
does not include Ayurvedic drugs or proprietary Ayurvedic medicines and medicinal products, cosmetics,
narcotic or psychotropic substances, herbs listed under Schedule E of Drug and Cosmetic Act, 1940 and Rules
1945 thereunder, metals based Ayurvedic drugs or medicines, bhasma or pishti and any other ingredients
notified by the Authority from time to time.

Explanatory note 1: Food is defined under Food Safety and Standards Act, 2006 and regulations made
thereunder. Recipes and ingredients specified in the Schedule A authoritative books for promoting health and
including those foods specified for consumption during or post specified diseases, disorders referred as pathya in
Ayurveda.

Explanatory note 2: Adoption of processes for cooking or preparation of Ayurveda Aahar specified or described
in the Schedule A authoritative books for industrial scale manufacture and packing are permitted. Such
adoptions shall be aimed to produce Ayurveda Aahar with quality and characteristics closely similar as specified
in the books mentioned under Schedule A of these regulations.

Explanatory note 3: Any packed food item used in day to day life for dietary purpose such as pulses, rice, flour,
vegetable without addition of Ayurveda Aahar ingredient(s) shall not be covered under these regulations.
Minimally processed food items involving cleaning, dedusting, polishing, dehusking, grading shall not fall under
these regulations.

“Schedules” mean the schedules to these regulations.

3. General requirements:

(1)

()

3)

No person shall manufacture or sale Ayurveda Aahar intended for administration to infants up to the age of
24 months.

The manufacture of Ayurveda Aahar shall be established by Food Business Operators in accordance with the
Schedule 4 of Food Safety and Standards (Licensing and Registration of Food Businesses) Regulation, 2011

FBOs may add or alter the recipes of Ayurveda Aahar by addition of one or more botanicals listed in ‘schedule
IV’ of Food Safety and Standards (Health Supplements, Nutraceuticals, Food for Special Dietary Use, Food for
Special Medical Purpose, Functional Food and Novel Food) Regulations, 2016 subject to the following:

(i) Such addition shall be based on adequate scientific rationale and as per Ayurvedic principles including for
their levels of usage.
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(i) Such addition shall be demonstrable for its presence in the final formulation by suitable analytical
techniques

(4) Addition of vitamins, minerals and amino acids to Ayurveda Aahar shall not be permitted. However, natural
vitamins and minerals if present in the Ayurveda Aahar may be declared on the label.

(5) Food Business Operators shall formulate Ayurveda Aahar in accordance with the categories and requirements
specified in Schedule B of these regulations.

4. Additives: The products covered under these regulations shall contain only natural food additives as specified
under schedule C of these regulations.

5. Contaminants: The products covered under these regulations shall conform to the safety requirements specified in
Schedule D of these regulations. The raw materials used for manufacture of Ayurveda Aahar shall also meet the
requirements specified in Schedule D of these regulations.

6. Packaging: Ayurveda Aahar shall conform to the Food Safety and Standards (Packaging) Regulation, 2018.

7. No person shall manufacture, pack, sell, offer for sale, market or otherwise distribute or import Ayurveda Aahar
unless the product comply with the requirements laid down in these regulations.

8. The labelling, presentation and advertisement shall not claim that the Ayurveda Aahar has the property of
preventing, treating or curing a human disease or refer to such properties.

9. Food Business Operator shall make claims in accordance with the Food Safety and Standards (Advertising and
Claims) Regulation, 2018. Food Business Operators shall make claims as per description or indications specified for
the recipe or ingredient in the authoritative books listed in Schedule A. Such claim statements should be factual, not
misleading or exaggerated and be of a documented history of usage. Disease risk reduction and/or health benefits
claims shall be pre-approved by the Food Authority.

10. Ayurveda Aahar whose standards are not specified under these regulations shall be manufactured for sale,
exhibited for sale or stored for sale only after obtaining approval of such article of food from the Food Authority in
accordance with the Food Safety and Standards (Approval for Non-Specific Food and Food Ingredients) Regulation,
2017.

11. Ministry of AYUSH shall establish a Expert Committee for providing recommendation to Food Authority on
approval of claims and products as specified in sub-regulation 09 and 10 above. Such Committee shall also empower
to address concerns regarding registration/licensing/certification/laboratory accreditation/testing/quality issues related
to Ayurveda aahar.

12. The labelling of Ayurveda Aahar shall be in accordance with the Food Safety and Standards (Labelling and
Display) Regulations, 2020, and the specific labelling requirements provided in these regulations.

13. Every label of Ayurveda Aahar shall clearly specify the intended purpose, the target consumer group,
recommended duration of use and other specific labelling requirements, namely:

a. The words “AYURVEDA AAHAR?” printed in the immediate proximity of the name or brand name
of the product; and the logo as specified below in the front of the pack of the label:

~ Ayurved
aahar

b. Anadvisory warning ‘ONLY FOR DIETARY USE’ prominently written;
c. A statement that the Ayurveda Aahar is not to be used as a substitute for a varied diet;

d. A warning or any other precautions to be taken while consuming, known side effects, if any,
contraindications, and published product or drug interactions, as applicable; and

e. A statement that the product is required to be stored out of reach of children.
f. A warning that the product is for oral consumption only and not for parenteral use

14. FBOs shall inform the licensing authorities in writing, if any of their existing food products duly licensed to be
assigned as an Ayurveda Aahar and the licensing authority shall permit the same with applicable modifications
including labelling as specified in these regulations. The Food Authority may specify the validity period of such
applications.
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Schedule A
List of authoritative books for Ayurveda Aahar
Sl. No. Books

1. Abhinava Chintamani

2. Arka Prakasha

3. Arogya Kalpadruma

4, Arya Bishak

5. Ashtanga Hridaya

6. Ashtanga Samgraha

7. Ayurveda Chintamani

8. Ayurveda Kalpadruma

9. Ayurveda Prakasha

10. Ayurveda Ratnakara

11. Ayurveda Samgraha

12, Bangasena
A. Ayurvedic Formulary of India (Part-1)
B. Ayurveda Sara Samgraha
C. Volumes of API

13. Bhaishajya Ratnavali

14, Bhava Prakash

15. Bhela Samhita

16. Bhojana Kutuhalam

17. Brihat Bhaishajya Ratnakar

18. Brihat Nighantu Ratnakar

19. Chakra Datta

20. Charak Samhita

21. Dravyaguna Nighantu

22, Gada Nigraha

23. Haramekhala

24, Kaideva Nighantu

25. Kashyapa Samhita

26. Ksemakutuhalam

217. Kupi Pakva Rasayana

28. MadanpalaNighantu

29. Manasollasa / AbhilashitarahChintamani

30. Nighantu Ratnakar

31. Paka Darpana of Nala

32. Pathya Apathya Vinishchaya

33. Raja Nighantu

34. Rasa Chandanshu

35. Rasa Pradipika

36. Rasa Raja Sundara

37. Rasa Ratna Samuchchaya

38. Rasa Tantra Sara va Siddha Prayaoga Sangraha - Part 1

39. Rasa Tarangini

40. Rasa Yoga Ratnakar

41. Rasa Yoga Sagara

42, Rasa Yoga Samgraha

43. Rasamanjiri

44, Rasamrita

45, Rasendra Sara Samgraha

46. Ruchivadhu Gala Ratnamala

47, Sahasrayoga

48. Sarvaroga Chikitsa Ratham

49, Sarvayoga Chikitsa Ratnam

50. Sharangdhara Samhita

51. Shodhala Nighantu

52. Siddha Bhaishajya Manimala

53. Siddha Yoga Samgraha
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54, Siva Tatva Ratnakara Il

55. Soopa Shastra of Mangarasa |11
56. Susena Nighantu/Ayurveda Mahodadhi
57. Sushruta Samhita

58. Vaidya Chintamani

59. Vaidyaka Chikitsa Sara

60. Vaidyaka Shabda Sindhu

61. Vasava Rajeeyam

62. Vidya Jiwan

63. Vishwanathchikitsa

64. Vrindachikitsa

65. Yoga Chintamani

66. Yoga Ratnakara

67. Yoga Tarangini

68. Yogaratna Samgraha

*Explanatory Note: Ingredients and recipes listed in the above original editions of authoritative books and those
authoritative texts written and published before 1940 shall be considered for approval as Ayurveda aahar. Ingredients
and recipes listed in appendix or annexure to the above authoritative texts in schedule A shall not be considered for
approval as Ayurveda aahar.

Schedule B
Categories of Ayurveda Aahar and Regulatory requirements:
Sl Category Ingredients Health Safety study Experience/evidence of claim
benefits
1 2 3 4 5 6
Published Disease risk
literature reduction or
health benefit
claims

A Ayurveda Aahar | As per text of | As per text of | Not required Classical Pre-approval as
prepared in | authoritative | authoritative reference per FSSR
accordance to | books for | books for Required required.
Schedule A of | Ayurveda Ayurveda
FSSA/FSSR. Aahar of | Aahar of

Schedule A Schedule A

B Ayurveda Aahar as | Textual Text rational | Adequate data | Of ingredients | Pre-approval as
New recipe /| reference of on safety of the | / recipe as | per FSSR
ingredients from | authoritative new recipe or | described in | required.
schedule A, including | books for ingredient ayurvedic
other botanicals based | Ayurveda including authoritative
on Ayurveda dietetic | Aahar of Ame’s test, | texts and
principles (viz.ras, | Schedule A carcinogenecity, | published
gun, virya & vipak, | required teratogenecity scientific
karma etc.) as applicable literature

Bl | Ayurveda Aahar | As per text of | As per text of | Not required Required Pre-approval as
presented in a | authoritative | authoritative per FSSR
modified format or a | books for | books for required.
new format for | Ayurveda Ayurveda
consumption, different | Aahar of | Aahar of
from  the  format | Schedule A Schedule A
specified in
authoritative texts of
Schedule A
(see explanatory note
below)

B2 | Ayurveda Aahar | As per text of | the specific | Additional Required Pre-approval as
intended for a health | authoritative | medical safety study per FSSR
benefit or as an | books for | purpose shall | data require to required.
adjuavant to provide | Ayurveda be clearly | support the
support to specific | Aahar of | specified specific medical
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disease, disorder not | Schedule A including the | purpose
specified in the target specified in the
authoritative texts in population target
Schedule A. such population
Ayurveda aahar shall
be food for specific
medical purposes
B3 | Ayurveda Aahar | Ayurveda Required Additional Required  of | Pre-approval as
fortified or with added | aahar as per safety data to | Ayurvedic per FSSR
botanicals specified in | recipes in support the required.
Schedule 4 of | Schedule A fortification or
Nutraceutical books, additions
regulations approved Required
food

ingredients in
FSSR.

Explanatory note 1: Mere adoption of the Ayurveda aahar format for suitability to offer it in pre-packaged condition
including format conversion for reconstitution prior to use does not constitute change in format.

Schedule C

List of additives

S.No. Food Additive or Group Maximum permitted Functional class
Level
1. Acacia gum 2% Thickener stabilizer
2. Tragacanth gum 2% Thickener stabilizer
3. Guar gum and its derivatives 2% Thickener stabilizer
4, Distilled oils of spices 2% Preservatives, flavouring
agent
5. Rose oil 1% Flavouring agent
6. Keora oil 0.5% Flavouring agent
7. Powders of cardamom and other spices 1% Flavouring agent,
colouring agent
8. Honey GMP* Sweetening agent
9. Jaggery GMP* Sweetening agent
10. Date syrup GMP* Sweetening agent
11. Mollasses 5% Sweetening agent
12. Starch and starch derivatives permitted in GMP* Emulsifier, stabilizer,
FSSR thickener
13. Nibu satva (citric acid) GMP* Acidulant and flavour
enhancer
14. Rosemary oil 1% Antioxidant

*Level basis scientific rationale
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Schedule D
Microbiological Standards for Ayurevda Aahar
Table 1A. Process Hygiene Criteria
*Should contain only the specified microorganism(s) at the level claimed on the label. The counts have to be determined using methodology appropriate for the organisms. e.g. For
Lactic acid bacteria 1SO 15214/1S 16068, for Bifidobacteria 1S029981
Table 1B. Food Safety Criteria

Sr. | Product description Aerobic Plate Count Yeast and Mould Count Enterobacteriacae count
No. (cfu/g or ml) (cfu/g or ml) (cfu/g or ml)

Sampling Limit Sampling plan | Limit Sampling plan | Limit

plan

n c m M n c m M n c m M
1. | Ayurveda aahar unprocessed and not for direct consumption 5 3 10° 10" |5 3 10* 10° 5 3 10° 10°
2. | Ayurveda aahar for direct consumption 5 2 10° 10° |5 2 10° 10° 5 2 10° 10°
3. Ayurveda aahar fermented products* NA NA NA
4, Test Methods IS: 5402/1S0:4833 IS: 5403/ 1SO 21527 Part 1 and I1S/1SO 7402/ 1SO 21528 Part 2

Part 2

Note: In high value low volume (less than 100 g) and large retail pack (pack more than 1 kg) sizes, the sample plan may be modified (eg. absence of Salmonella in 10g or 5g in the
case of former or n number of samples to be taken from different sites of one large pack) accordingly on case to case basis with the prior approval of FSSAI

Sr. Product description Salmonella Listeria monocytogenes
No.

Sampling plan Limit Sampling plan Limit

n I m [ M n [ c m | M
1. Ayurveda aahar unprocessed and not for direct consumption NA NA
2. Ayurveda aahar for direct consumption 5 0 Absent/25g 5 0 Absent/25g
3. Ayurveda aahar fermented products* 5 0 Absent/25g 5 0 Absent/25g
4. Test Methods IS: 5887 Part3/1S0:6579 IS: 14988, Part 1/1S0 11290-1
Definition

Definition related to Ayurveda Aahar is as provided in Food Safety and Standards (Ayurveda Aahar) Regulations, 2020.

Stage where the Microbiological Standards shall apply:

The microbiological standards with respect to the products categories specified as Process Hygiene Criteria indicate the acceptable functioning of the production process. These are
not to be used as requirements for releasing the products in the market. These are indicative values above which corrective actions are required in order to maintain the hygiene of
the process in compliance with food law. These shall be applicable at the end of the manufacturing process. The Microbiological Standards as Food Safety Criteria define the
acceptability of a batch/lot and shall be met in respect of the products at the end of the manufacturing process and the products in the market during their shelf- life.
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Action in case of unsatisfactory result:

In case of non-compliance in respect of process hygiene criteria, the FBO shall:
e check and improve process hygiene by implementation of guidelines in Schedule 4 of FSS (Licensing and Registration of Food Businesses) Regulations; and,
e ensure that all food safety criteria are complied with.

Sampling Plan and Guidelines

For Regulator: The sampling for different microbiological standards specified above shall be ensured aseptically at manufacturing units and/or at retail points, as applicable, by
a trained person with specialized knowledge in the field of microbiology following guidelines in the Food Safety and Standards (Food Products and Food Additives)
Regulations, 2011 and 1SO: 707 (Latest version). The samples shall be stored and transported in frozen condition at -18°C(x2°C) or under refrigerated conditions at 2-5°C as
applicable except for the products that are recommended to be stored at room temperature by the manufacturer to enable initiation of analysis within 24 hours of sampling.
Preservatives shall not be added to sample units intended for microbiological examination. The desired number of sample units as per sampling plan given in Tables above shall be
taken from same batch/lot and shall be submitted to the notified laboratories. Three sets, each containing ‘n’ number of samples (n as defined in the sampling plan eg if n=5,
then total no. of samples to be drawn is 15) shall be drawn. Each of these three sets shall be tested in three different accredited laboratories .The final decision shall be based on
the results of three accredited laboratories. In the case of Food Safety Criteria, the results from all the three laboratories should indicate compliance with the specified criteria.
There will be no provision for retesting or resampling for microbiological testing. The testing in laboratory shall be ensured as per the methods given in the table “reference test
methods”

For FBO: Food Business Operator (FBO) shall perform testing as appropriate as per the microbiological standards specified in the tables above to ensure verification of
compliance with the microbiological requirements. FBO shall decide themselves subject to minimum prescribed under FSSR (Licensing and Registration of Food Businesses), the
necessary sampling and testing frequencies to ensure compliance with the specified microbiological requirements. FBO may use analytical methods other than those described in
“reference test methods” given below for in-house testing only. However, these methods shall not be applicable for regulatory compliance purpose.

Sampling Plan:

The terms n,c,m and M used in this standard have the following meaning:

n = Number of units comprising a sample.

¢ = Maximum allowable number of units having microbiological counts above m for 2- class sampling plan and between m and M for 3- class sampling plan.

m = Microbiological limit that separates unsatisfactory from satisfactory in a 2- class sampling plan or acceptable from satisfactory in a 3-class sampling plan.

M = Microbiological limit that separates unsatisfactory from satisfactory in a 3-class sampling plan.

Interpretation of Results:

2-Class Sampling Plan (where n,c and m are specified) 3-Class Sampling Plan (where n,c,m and M are specified)
1. Satisfactory, if all the values observed are <m 3. Satisfactory, if all the values observed are <m
2. Unsatisfactory, if one or more of the values observed are 4. Acceptable, if a maximum of c values are between mand M .
>m

5. Unsatisfactory, if one or more of the values observed are > M or more than prescribed ¢
values are >m

Reference test methods: The following test methods shall be applied as reference methods. Test methods prescribed in FSSAI Manual of Method of Analysis of Foods
(Microbiological Testing) may also be referred along with the 1S/ISO methods specified for Process Hygiene Criteria and Food Safety Criteria. Latest version of test methods
shall apply. In case where an ISO method adopted by the BIS is specified (e.g IS XXXX / 1SO YYYY), latest version of the ISO method (or its BIS equivalent, if available) shall

apply.
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S.No | Parameter Reference Test methods
1. | Aerobic Plate Count | Microbiology of the food chain -- Horizontal method for the enumeration of microorganisms -- Part 1: Colony count at 30 °C by the pour plate
technique- 1S 5402/ 1SO:4833
2. | Yeast and Mold Method for Yeast and Mold Count of Food Stuffs and Animal feed- IS 5403
Count Microbiology of food and animal feeding stuff-Horizontal method for the enumeration of yeasts and moulds-Part1: Colony count technique in
products with water activity greater than 0.95-1SO 21527-1
Microbiology of food and animal feeding stuff-Horizontal method for the enumeration of yeasts and moulds-Part2: Colony count technique in
products with water activity less than 0.95-1SO 21527-2
3. Enterobacteriaceae | Microbiology - General Guidance for the Enumeration of Enterobacteriaceae without Resuscitation - MPN Technique and Colony-count
count Technique- 1S/ISO 7402
Microbiology of Food and Animal feeding stuff —Horizontal methods for the detection and enumeration of Enterobacteriaceae- Part 2:Colony-
count method-1SO 21528-2
4. Salmonella Methods for Detection of Bacteria Responsible for Food Poisoning - Part 3: General Guidance on Methods for the Detection of Salmonella- IS
5887 : Part 3
Microbiology of food and animal feeding stuffs -- Horizontal method for the detection of Salmonella spp.- ISO 6579
5. Listeria Microbiology of the food chain -- Horizontal method for the detection and enumeration of Listeria monocytogenes and of Listeria spp. -- Part 1:
monocytogenes Detection method —1SO 11290-1

Microbiology of Food and Feeding Stuffs - Horizontal method for Detection and Enumeration of Listeria Monocytogenes, Part 1: Detection
Method -1S 14988-1
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Table 2: Permissible levels of Contaminants

Name of contaminant Limits (Maximum)
Lead, mg per kg or mg per L 2.5
Copper, mg per kg or mg per L 30
Arsenic, mg per kg or mg per L 1.1
Tin, mg per kg or mg per L 250
Cadmium, mg per kg or mg per L 1.5
Mercury, mg per kg or mg per L 1.0
Methyl Mercury (Calculated as the element), mg per kg or mg per L 0.25
Total Aflatoxins*, g per kg 20
Aflatoxin B1*, ug per kg 10
Melamine, mg per kg 2.5

(*Food products containing Arecanut or Betelnut, cereal and cereal products, dried figs, nuts (for further processing
and ready to eat), oilseeds or oil (for further processing and ready to eat), pulses and spices/spice mix)

ARUN SINGHAL, Chief Executive Officer
[ADVT.-111/4/Exty./128/2021-22]
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