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T GT= AT 3T AT TTierhaor

I Ll
7% feeett, 5 WS, 2022

W1, |, WegH/TH [THT-05/T-1.a18(01).—@Tar T X A= aAtert=aw, 2006 (2006 FT
T 34) AT AT 92 FT AATATEAT F ATHATY AN @I TLAT AT TTHAH T il SATLAAT .
H. H. Teegd/uadi-05/T-1.315(01), arE@ 30.06.2021 FWRT @I HRAT 3T HEF (AT HEM)
aff=m, 2021 &1 YTET T TATEAT B AT ARM & T 6 TSI, FETIT, 907 I, T2 4 § 39
T § 913 fadi & srafeyr & fae At S A1 A= wed gy Hrerd A o, e At
T I SATEGAAT I THRTIAT LA ATl TSTTH 0l AT AT I IqAH Fl[5 T2 T,

ST I T it ATt STAT 05 AT, 2021 FT ITAH FIT 71 s AT,

AT IF AT F ITRT 9% A9 ar § YT Aratd) S g 9 R @ qeaT i /S
grfersReor greT o= ¥ foram T E;

A AT IFA ATATHAT T T 92 T IT-TT (2) F BT (F) FET TEAd TRAT AT TIN Fd gU AT
FAT TLEHIT o TATTHIGT o ATLAT GT GLEAT A ATHH TR (Aetertad A== aamdt 8, i, -

1. (1) == AfF==t =1 Sferg A | A oY 7T (Argas agn) EEaw, 2022 )
(2) ¥ AT F TS | TeRTH AT AT | 0] g

3092 G1/2022 1)
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2. gy
(F) “SATERIE” | G grAT 7 qTE Are=aH, 2006 (2006 FT HEATE 34) AT §;

(@) “=Ter aterETer” & At £ oy 4 % i T AT | qeAT i " Grieenr
(T, T THLTSTE) AT 2

(M) “ATIER AT & g @I ATNAT &, S 2 FAfFawt it sre=T & § geftag srgds 1 ares
el | Sfodted qEal SToar d9ean sfie/srdar qgadl # A T & aqar aaw BFar
T 21 ek siasta 3 gaate off afvafera 8, e srafaes sem & staeme 3 e e
FIAEATAS HHeF I, Tiq 39 e S AT ARt SAtafaas, 1940 i SqaHEt T )
e ST yoTee 9T A, 1945 § geiag Argated Siafeat srrar Ao r g
AT STer AT ST ITT, THTEF TTHRA, TG ST2AET A& qard, SEr-gfeat; -
ATRE rafes Srofaat sraEr gard, wed errar fUsdt sfiv arfaeeor gy Jwg-a9a a2
ATAT AT FIS THFH GEATIT 7ol gl
TEFO 1:- @ G gIET Y "E ATa=ad, 2006 AT 3HE dgd ad afeaar §
e g1 e Tem, sl & S0 srrar 39 a1e A & forw fAafga arer gerat atega
e g1 Taq Foer A aqrdfvw srasawaret v qfd F oo st 9 At
STTHTIOT i & fAfed qeat i Soei 7 e § T Fal T7 & o I8 =4 et §
et T T R
TEE 2 : AT ‘F H [fdte srrar sfeafaa st waat § [ srgates srgr &
SRR FqY 9T ICATET g ThIs STTaT qATT S GTET e 7 TThaTel & Sfahaor sTqaa
B U SRT0r & 47 =4 fafaawi it st ‘& # Sfeataq qeaht § [Afase orar sfiw deror
AT AT SETT FT IATE FAT 2T
TS 3 ; AT T qeT 3T AT arigreor # afafase o= qmen aFa 4 staa #
A AT w0 s & fas |@rer awq, T97 3T, 19, el, 96l 99 a6 39
=T 7 sraeArstt T qid dal Fd, TF Ih =7 [AEITHAT F SFqd qgl AT FAqH THE,
TAT-ATT g, & AT §U, Titerer e gu, fegeret 3aw gu, afE &y gu arer = f&femt &
Feftr T2 AT

(°N) “ATEHT” & ATHAT 39 AT 1 ST ATHUT 2

3. GTHT AUeTY:

(1) @T FETT ATAR G AT ICATET =4 (A HIHT f FIqg=T & H [@Afgd Tawl {7 sroearst %
ATETT FHT

(2) TS =AE 24 AT T = T F1 faerm F forg srafaa sas AR T IHTET Trar It
oY 721

(3) @I FIETRAT T AAAR ST HT SATEA G FLAT ST AF (G FILATE FHT ATATIA
e TioredraRon) AR, 2011 FT TTH=T 4 % T 7T STosm|

(4) wa= e # Rerfat, =t o ufier vt #1 T e T8 g A, e e
H TSHids G HI9@ g9 U Ivg ad I AT 3T ST T 2l

(5) BT FIET HHEah! il LEAT Ha el ATAaS GTer AT 3T HIAF (S HIAT a7 AT A
AT (TAT ERAT FTHTR AT, AATSF BIATHATZAT AE =247, fSfeer wamwr=a,
TATZEE TIH RHTHAEAT), Hoar dafgq drens.ua Ffafest, s e =i
AT TR FIRT THIT T ffhead qiei &7 [orar a9 % AGaT Siiahd FiT
T gl ETET FILERT Hoehl 6 (o0 Hd JEar Hael Aast i a1 ASE T & q997
ForaT are ® R o BT afEae & Jae am
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4. ggarsT: = A=t § e Icarat ® =9 At £ =t v § qurtatgd et | agare
R

5. §qW®; =7 AT | onfae 3cure =4 Afeaei i oqa=t 7 6 AR qear sterst F aqsq gl

6. THRT ; ST G |T=r LT ST 71 (FerfoiT) fafaem, 2018 F sqew 2n

7. srgae eR & faww , Rfawtr srfe 9 sfdeea: g =i~ =7 ARt & sfeefaa s & afa
ATETAT AT FC &7 AT AR HT IcATaA, IHeh! T, foshr a8 e, 39 foshr & form or
TRl T, ITHT FATUT TET 2T STAAT SITAT IHAHT FATLOT AT AT AT FGM

8. ATHE T 37T F IYAT FT TS TGl HAM: AGORT, TEIATH ¥ f&F=ma= § 7g amar 9 By oo
AT MBI § A AT TRT 7 g o, IHHT ITAT FIA AT TATST FLA FT O g T97 U
TUTErT T HaEH 7 o3 S

9. GT FUETA TATAF GIT IMAT: (1) W FILETT T4 I T AT 3T AT (FAmae s 719)
=+, 2018 F sIgE FT|

(2) AT AEI sl ATHT TaTl o Hag § FATET 6 G | AT TN FH Hid o g | a9 39 fataaet
FT gt @ ¥ @A srueArsti & SIa gl

10. YA AL FT [@ A N AT A& F (o107 37 AHIAT & dAqgq=1 ‘@ F A AGHET
FT ATTITFHAT I, g AT LT T g9 (X-AfEe grarsiz @rer doesi #1 aqareq) &f=a9,2017 %
FETE T st

11. FEras |fefa &1 o7 Sy #=rag Fu% 3u-fafaaw (9) 3w (10) # a7 fafga amai =i 3ot &
FqAIET & oo § e #3d F o AT @ gRAT i 919 T & Sia et qed

SUgFT Faust At uw Fousw @\ # T wEm UH g w Agds AER &
TISTEL TR0/ RT/STHTOTH/ T RTTAT T/ AT St Hal T qATITT FA 6 A7 96

g

12. ATLAR SAGIT Al AGTT : ALAR AT AT AGTORT GTT AT ST ATHF (AT e gqe) A=,
2020 F FTETE T9T =9 FAfFawi & <7 72 f@farse q@fei T quaATst F e 2l

13. AYAT AER F ST AYHAT: YA AR F TAF el I AT T, AfIT ITHHAT Tz,
START T AT AT TAT 77 TS AT TUeATE Tqve &9 7 {fhd 2l 3797, -

(F) IR F TH AT A7E A % faoger e qlad “Argds e’ ez, 97 0% & T8 {E AT
T A q¥ = ARt i e # g aem

(@) wE &7 g forferd oot % w7 § 77 Fqrad - Fad deiiE STEnT F o
(1) =g FAA fF e e w1 TR TRt afafda smee F fwew F = 7 7t i s,

() | & AT T o0 =Aqrast To@r aZdlt St arelt 7 Fs a1, Jq a5 39, i
FTE BT, AT, T TR FeoTa srorat sirerefar wfafamd, Siv off ey 2F; e

(F) T FATAH IATE FT WS F=d1 0l Tgd & gL (AT ST
(F) TE FAqTAAT T3 ITTE Fael Hg F 0w [T 7 g Ay ITIET F o 781 2

14. QT ITTHIOT T GTX FIUATT FRT GAAT: @I FETET ATSH O ST &1 7 forfera & gia
FOT T ST F1E Faremme @rer 3T sgae A % w9 # fAfteq w7 & aqataar § & aqate
sifasTdY == Rt & Rt aafehr afgq any deeet affa et sata @eos afafy & R
aTed 21 % 30 faHT % 35 <
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AT T
[l 2(7) 39 ]
AT AT F Forg srarnfoves geqaht it Gt
. NISED
1. EIRCEIE LI
2. EEREN]
3. ALRTFIGH
4, EpIErED
5. AT Tged
6. FCIRTEIE
7. EIRCERE LR
8. AAT FeagH
9. AIAT THT
10. LA THATHL
11. AT HIE
12. FATEA
13. AT BT A e
14. AAT X TIE
15. AT FATHRATAT S ST
16. HTSaTATIA T
17. BIEREAK]
18. GEEIEI
19. NIEEEGERE
20. JECHTSTLATRYL
21. e AHATETATHT
22. EEKA]]
23. ERCIELI
24. EERRIC L
25. LEEPES
26. THEAT
27. Faataeug
28. FOTTHZAT
29. AHFLETH
30. ERIEEEECIDE]
31. HEAITATEE
32. AT eeTa/A AT AT S
33. [GELEEECIERY
34. I IELR
35. T AT AT
36. TSATEIE

D
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37. T =g

38. TH TITIHT

39. TH TS o

40. T TAqL=Aad

41. TS A T g TIRERIE - 977 1
42. T LR

43. T TRT THATHRT

44. T TRT T

45, T AN HIE

46. T "o

47. T

48. THE AR-HUE

49. Ffree] AT TAHTAT
50. qEEINT

51. EEMUIEIEICIR L
52. EERIUIEIETCIRG i)
53. e TEE AT

54, STTErATIEve

55. g SosTfvHTeT
56. forg 7 5wg

57. fora qeaeeThe 2
58. QAATET ATE HILHT 3
59. U/ aaHg a1
60. AT T

61. A=A o

62. EEEIRIETIIEY
63. EEER AT

64. ATHATTS 1

65. [ERIEIEE]

66. IEFCEIRIEIET
67. Fuafafehear

68. RIMIE IR

69. TRT THATHT

70. TT qEfroft

71. TSI

*feoqgur 1: FTLFT TTHIF EaF! F Hilcrd GeFIT TAT 1940 & T8 [G1@T ST TH19T JTaT0r 9137 7
Sleatad el T Teal U¢ a1 SAEI F &7 7 AFHIET 59 3917 [F97 ST0T1

ooqor 2 : sr1 ‘F F afeatard JraTorE [eaFl & TR19E ST JqAT § aiFatad a9 i Je@l 77
ATYAT HETT F & H ATHITT 87 1317 &1 34T STI0771
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T T
[T 3(1) 23]
AAR AR F Y= 3 FAfFaaTens sremdt
T [EEEX ATRIT AT AT TTeT (A EEEKAE
(1) ) Sl AT M)
3) (4) TRTTOT AR | TRT SIfes
(5) TR
| ATHEF A HEE | AR H | e T T TIAF % | Suferd
RESEARC I PE ) G EIEP-Se ikl EEERGIETT ey
AAR T % AT | H TTrea Saferd el o ENPERuIED
T AR AR | AL T H T T ATIAT | T
PRIECEIRE] F H gas ATHIET T
KSR P E T S PR
AAS T+ % qreT
RS
g | AAS T H AGAS | AqEAT T H | UL (T ST | A & H ERIR G
A THeT=ar (39 79 | g=iag eahl | LT SeT qH1ag Fahl § | @Tex
, 0T, A AT ST | H aTega (ERElTERIP ENEERIEIRCES STTErhT0T
FH) °§ ITANT T LA T=T § FETSTAAT 37 T AR I | 0F
ST ATl 317 aeqfd | Iqae o @ | 2xersaehier & ATHIET ITH | ATHEA T2
EEIEKIREELGCIIR DI afeero) AU gEEr & | AT AT
T H gAgE eI § | R R T FHAT FHTIAT qreT
ST Sas I+ § AqMYEF AT
gag it | JHTT)
AYNT hda ATl
AT AT H
ITANT FA FT TH
T T
g1 | FEEA T A qAEE | AT H | eied grer ITEFeor & | sruferd
EGEIERURET) AT Teat & HATHIEA & qrer
AMEI I ¥ [fce | § wifersa form srutfera wfera | srfaereor =
[EIEERIE k] AT T=T § SHEEIT Aied A0 | &
EIRCEE IR S G IRRIELEIPE) ITET T AT | ATHIET T
[ERIRIE Y JATAFIAT | ST
T qreT
T2 | AL F W GGG | AGLATF H | Aterd qgl G VTTET0T | Sroferd
TR H e AT e ECERUIEL D qrEr
AMET I § Afree | F yrfersa form srutera wfera | srfaereor =
AT ZIT AT fAT EIRCER ) SHET Higd EC
ffde g &, 4 REIELEIED] ffore Rfer | sdET W
TR & forw U IR ¥ forw e
g% F €7 ¥ I7 T 3T TqreT
TTEST AT T&TH el TATTFIEAT =TT
& ST F ATAT
SRS
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fooqur 1 ;=T WIteET HT-aHT U SO AU H airgferd g g T =1 & Edl gl @
TTTErRoT EIRT 26 g1 § Jroe/fEaaras/ deigs & a § S\ dr & GHI-997 9 ga4T & Jrosir oy
STUTET T IATET Fe ATl G FTLETE ITIAFT0r & et qata@ias & foar Arss T sriewrr & s
T HHRS gl TO F F Aqd oA aTel T g1 ° F feAatad agas Mg carat i fFafa § @rer
FIUETT 3vg AT | TS FEA o 1T G TTTET0T &l =T ‘& | qieAterd G & sfaewres §q
TS TELT X gU AL FHeA|

feroqufy 2 : o orTeT T F YA TN F IULFT B o FILOT AR AR F A, SoH snr
Tg I HHe gq SHH FIVHE H TaATd AIeAToId &, % w0 77 F Rivde § qRad afaa 981 8l

AT T
(w4 3@)
AYAS ARG | ATAT GgAIST TaTAT it AT

F.4. CIERERIER R AL srferaH sgAa ERISE L

L
1. | @R EH/ATA MR (AU 414) 2%
2. | [RT MR 2%
3. | @R T (AMETAUH 412) 2%
4. | fFed (smEUATH 440) ST
5. | FAT MR (ASTAUT 416) Stroa
6. | FiorE FAL(MEUATT 425) S e s
7. | AT AT UR.UH.UHAR H ATAT WIS ST Stroad
8. | == ST
9. |TE stroadr
10. | = & e Sl [BEIGEIRIRUE s
1. | @=art 5%
12. | e [aréuame 100 (i)] st
13. | Eeal [ArETAUH 100 (i i)] stroadr
14. | aTofERT/ATaTERT Feq/arateT sferaT T [srEuaua Sfroad*

160C (i i)]
15, | wereT Trem, AfEw-srenfia [FrEuaue 160b (i )] 100 farm/Frm
16. | T=TET e, AREA-araTRE [ArTUE 160D ( )] 50 frr/frT
17. | FATRS ‘T 3T e 8 (Arsuaua 140) (REpIED
18. | TAEAEA (AMEUATH 143) ST
19. | FTrws 91ar (1507) ST
20. | .TH.OE.A § AT Preft G Bt s At | S |
qig ST Hed (T @)
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21. | uateF ufde (rsuaue 260) Sfroad*
22. | frua-dfFes vfie (smEuATE 20) soad | wfEfRd
23. | ffes ufere (aETATE330) oy | AT
24, | TEEteE ufEE(smsuaug 334) Sfroad*
25. | SuA-Afors ufHe (ImEuaua 296) St
26. | TA-TEREE Ui (rEuATE 300) stoaefr | wfafRd
[EIRRIGED
27. | AT HTAA 1% HATHHTL Tsie
28. | FAST (haAhl FT dHA) 0.5%
29. | ToEO A 1% LG | e T
30. | WHETAT F AT d 2% aRedt, garasrt
gt
31. | fo woTr 1% QaATHH TaTd, TS
qaTed
32 | g ua (Ffew ufae) S ISR CIERIRED
LEIGERED
QT § AT Ggdisq IaTF il ATAT 6 STUTET THI I & (O a9 Aqd G9a &< a diHa
g
T T
(RffTa 53)
AYAT AER F GEAAaH AAH
TN 15, TohHATT Ea=IaT & HICS
w ERICEIREERL T e T HET 3T Fah IO REIREESAIERIGIRILE Y
q. (g% 7 A, =T e (=t ¥w 7 /. =T et ) (fr ¥w 7 AT, =T e )
)
FIGEDE] T FIGECERINEI e FIGECE ISR T
ST
n c|m M n c m M n|c m M
1 HTHEFT ATAE A2 | 5 3108|107 |5 |3 104 | 105 |5 |3 108 | 10¢
T He 9= F forw
LKl
2 e a7 % foro 5 2104 | 105 |5 |2 102 [ 103 |5 |2 102 | 108
AT AETT
3 | wrgds sEw, fHfvam | A EIEEL EIEE
JeaTE* GELl grar T
grar
4 ERtE LR PAT DI oS UH : 5402/ A UH | 2 UH : 5403/ L UTH A 1S UH [ AT UH A 7402/
T 14833 21527 & 1 3T AT 2 SO 21528 91T 2
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IOt 1-@ QT gL&T ATae

wHE. ERICEIREERU HAHTTAT et ATz
gta=a =T gfa=ae =T
ST RIEECI
n c m M n c m M
1 ATHEFT ATLAS AT qAT e &= =+ for AW &l grar AW Tt grar
T
2 | g Ea ¥ o arEe aew 5 0 eIl 5 0 FIfRrd/25
T T
3 | amgae e, fhfvad soame* 5 0 eIl 5 0 FIfRrd/25
T T
4 e ggfaat T U : 5887 Wt 3/ T UH : 14988 T 1/
TS UH AT : 6579 oarE TH A7 : 11290-1

*THH A § 0 0 a7 o T T Ha [ ied GEAS AT gt gi| TOAT &SI 6 forT ST Taid
T TART FTd gU AT SATT AT AfFedh TS TFAAT & o7 e U 3 15214/ € TH 16068 3%
ATSHTES TR TAT o forT = ua =i 29981.

feoqur ; == Fq % T AT (100 U7 & =34H) ¥ a2 T 9 (1 BT & 927 99) arest $F gia=a+
TISTAT H WA @1 LT ST AT TTEHT F TATTHAIGT § HIAA 6 FATEE ST T ST 6T
(IITTOT o ToIT ager T & AT | 10T S2MET 5 T | AT il Aqaiefa T2ar s a2 T % A=
I | n &7 | T3 o S770)

=L | 9= gEHstfas® AT A0 gl

THHIT Faogd] AIMGS & &9 H [Meifd Icae ATt & eAsiias A1l # Icaad ThH HT &= o0
FTHHLOT T B THAHT TANT ITATE Tl FTSATE § ST T il TTAT F T | A1 AT AT g1 T Heha TeHF
AT 2, o 3o gamaers wrars sferd gt ¢, Saw @ fAfet & sqaw awq it s=esar aarg
TET ST | T ITATEA TTHAT & T | AN g1 G AT ATHES] & & § GEAS(oa AR § G/ T
AT TRATNT 8, T STITa ST % 3@ § IqUIE % 999 § TAT TS0 H a0l qHTH %0l STarer

T T FLAT AT
FEATTSS IO & JTHA | FRATS
THRHIT T=sdT HIFES! 7 ITeAA A {ohU ST 9% @ Ty —

o WT AT AT AT (VT FRAT T ATATIA 2 Tore o) afazsi it sqg=t 4 # R aw
TEorT-Agert &7 FETragd GRTET F2dh THATT Tq=ad1 6l = HIT 31T IqH T FHAT; 3T

o TE QRTHT F T @rer qeAr Haeft AraESt 1 AT 21 2 2
EIRE R RIS R R TP
Rt F R : arhoft 1 g § ARy Bty geastas gt % 999 § gia=ae Iomed el §iY
GET TATHI, ST AT AT 2, T GRSl & & § fSerdisd T @ arer 241<h g7 @rer a7 eliY 719
(|Ter 3ITTE S T dgarsy) AfHaH, 2011 AT S uHs: 17728(FAHaH HEhI0T) T AqATA Fd g0
ATAUTAHRMTARTT TR F FATT AT STT AHAT T AT Ia=ae % 24 =2l & 78T F & (o0 IqHT
HETT S¥ TRagd -18°C(+2°C) ATIHT 9% TeMfaa stereat § sr¥rar fhst § 2-5°C qT9H #, ST A1 a6
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2T, T ST, Rramr 39 IcaTat & et WeTRoT ITaTeE EIRT el ATIHTH 9Y FE T SIqLET 311 smertad
AT THISAT | Gersias S & (o qRferd T STer S| /ey 3 q9A7 Thredl B Tt dedr
STAFT ATl § & T IiA=ET AT F ATHE A A0 A I AT TIRTATATA /T 9T A0 ‘0
AT § A aTel 19 & forw Srdt ('n’ s e § & w2 af T F e g, 3ergeond afw n=5
g ar, o s arer T3ET A e "eAr 15 gRi) A TS § 7 y7w i i - gentia
FANTTATS H G107 23T 1w sty Aot fi= seartaa samrerrarsit & af oy & srame 97 form s
GTT AT ATFGET o HTHA H AT TAETLATATA o aRorat # Afdse 7eest & Ifq e dfad 21l
FEASTa T o T ZaTT TEeqvT i STTaT GaTT T8 o &l &5 SUaY qgl gl TANTLTAT § T
HE T gt offds areft |t # g vafaat # sqam giatea s s

T FIUER TSR & g geastias vt & afa e ft =9 gHfea w3 % oo are

FIUETE TATAF Aot # Afdee gemstas ATt & Jqa ST 70 3| Afase gewstias sravst

& T SAATAT AT FLA o [oIT GTT FHILERT T & a1 § &9 0 o, 93w o F @rer g267 37

W (FT FEETE AT ATATIA i ThRredre) f&afaaw, 2011 # A =aw w1, smaeas gia=a+

T T SAGIAT o SATHTL 11 GT FHIATE TATAT Fa el I FEARTT T o forw = <7 72 “Hae

e ggfaat” § g vafot & semar avr fPeay ggfaat &1 STRT w2 gaar g1 af T gt

fafRTaTee suTas & e ARy 951 g

EIREELRIECI

TH HIEE § TLFT a9 n, ¢, m 3 M % fAefafed o g

n= A H AT THIEAT 1 HEAT

c = 2-0{T Yiq=a FoAT & 0 m & (fers gewsitas AT ATt e 3-24vf Jfq=a+ Jreer & o m
TAT M % A= ATIHAH SATHT SH1SAT 0l Ge&AT

m = 2-99f TTa=a AT § STHAras=a ol Garasida o 5+ FT aret gedsiias® qrAr srerar 3-4f
A=A ST | SIS F T 0|

M = 3-Joft A== TISHT H STHATTSIAE ol TATISTTH & [T H qTeAT Gersiiasm JrHT

gt w1 Ratee:

2-77 gfd=ga AT 3- T3t gyfa=gT AT
(STEt n, ¢ 3T m [Afds §) (STBT N, ¢, m 3T M fAfsee 727 g)
1. garoes®, If 910 U Fdr 91 < 1. HArIST®, Q910 TC FHT 719 < m gf
ukl 2. Efrofr, 7 SR ¢ AT m e M 3 e 3
2. wﬁmﬁwwm‘fﬁ 3. RIS, A% T T A i o afa
T AT S8 HTT >m 2 > M 2t sporat Rt o w1 2 o w1 >m 2

ey Ther yghaat | Mt oheor agftat @1 g9 ugfaat & =0 8§ y7amr B S s
A= AT HIMES! 3T @I AT HFES! & (o0 [idte Eus/snsuastr Tgiadl & a9 I arer geem
ST AT ST & GTe AT 9gia Jqer (Gewsitas aieq) § AR ggiaat &1 off gas fear s
THAT B T TZATT F ASAqH HEROT AR 2| AT AT sZ20 g7 S Arsussn g5
(I=TETr & form IS XXXX / 1SO YYYY) fafafese fhu st aw sréumsyr agfa &1 Aeiqa® 9ehor (14T
THHT A TH A, AT 3T gT) AR T
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ERi qee

Tt i vgha

T AT T TETSATART — TETSATIE F ARt il ST Tg i — T 1:
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FOOD SAFETY AND STANDARDS AUTHORITY OF INDIA
NOTIFICATION
New Delhi, the 5th May, 2022

F. No. Stds/SP-05/A-1. Y(01).—Whereas the draft of Food Safety and Standards (Ayurveda
Aahara) Regulations, 2021 were published as required by section 92 of the Food Safety and Standards
Act, 2006 (34 of 2006), vide notification of the Food Safety and Standards Authority of India number F.
No. Stds/SP-05/A-1. Y(01), dated the 30" June 2021, in the Gazette of India, Extraordinary, Part Ill,
Section 4, inviting objections and suggestions from the persons likely to be affected thereby, before the
expiry of the period of sixty days from the date on which the copies of the Official Gazette containing
the said notification were made available to the public;

And whereas, the copies of the said Gazette were made available to the public on the 5 July, 2021;

And whereas the objections and suggestions received from the public in respect of the said draft
regulations have been considered by the Food Safety and Standards Authority of India;

Now, therefore, in exercise of the powers conferred by clause (v) of sub- section (2) of section 92 of the
said Act, the Food Safety and Standards Authority of India with the previous approval of Central
Government, hereby makes the following regulations, namely: -

1. (1) These regulations may be called as the Food Safety and Standards (Ayurveda Aahara)
Regulations, 2022.

(2) They shall come into force on the date of their publication in the Official Gazette.
2. Definitions.- (a) “Act” means the Food Safety and Standards Act, 2006 (34 of 2006);

(b) “Ayurveda Aahara” means a food prepared in accordance with the recipes or ingredients or
processes as per method described in the authoritative books of Ayurveda listed under ‘Schedule A’
of these regulations including products which have other botanical ingredients in accordance with
the concept of Ayurveda Aahara but does not include Ayurvedic drugs or proprietary Ayurvedic
medicines and medicinal products, cosmetics, narcotic or psychotropic substances, herbs listed under
Schedule E-1 of Drug and Cosmetics Act, 1940 and the Drug and Cosmetics Rules, 1945, metals
based Ayurvedic drugs or medicines, bhasma or pishti and any other ingredients notified by the
Authority from time to time.

Explanation 1.- Food is defined under the Food Safety and Standards Act, 2006 (34 of 2006) and
regulations made thereunder. Recipes and ingredients specified in the Schedule A authoritative
books for promoting health or to meet specific physiological needs, including those foods specified
for consumption during or post specified diseases, disorders referred as pathya in Ayurveda are
covered under these regulations.

Explanation 2.- Adoption of processes for cooking or preparation of Ayurveda Aahara 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 Aahara with quality and
characteristics closely similar as specified in the books mentioned under Schedule A of these
regulations.

Explanation 3.- Any packed food item used in day to day life for dietary purposesuch as pulses,
rice, flour, vegetable including other foods specified under Food Safety and Standards Regulations
shall not be covered under these regulations unless otherwise they meet the provisions of these
regulations. Minimally processed food items involving cleaning, polishing, dehusking, grading
shall not fall under these regulations.

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

(d) “Schedule” mean a schedule to these regulations.

3. General requirements.- (1) Food Business Operators shall formulate Ayurveda Aahara in accordance
with the categories and requirements specified in Schedule B of these regulations.



16

THE GAZETTE OF INDIA : EXTRAORDINARY [PART I11—-SEC.4]

)

®)

(4)

®)

10.

11.

12.

13.

No person shall manufacture or sell Ayurveda Aahara intended for administration to infants up to
the age of twenty-four months.

The Food Business Operator shall manufacture Ayurveda Aahara in accordance with the Schedule
4 of the Food Safety and Standards (Licensing and Registration of Food Businesses) Regulation,
2011.

No person shall add vitamins, minerals and amino acids to Ayurveda Aahara:

Provided that natural vitamins and minerals if present in the Ayurveda Aahara may be declared on
the label.

Food Business Operator may adopt the purity criteria for the ingredients as per the Food Safety
and Standards Regulations or generally accepted by pharmacopoeias (namely, Indian
Pharmacopoeia, Ayurvedic Pharmacopoeia of India, British Pharmacopoeia, United States
Pharmacopoeia), or relevant BIS Specifications, or Quality Standards of Indian Medicinal Plants as
published by Indian Council of Medical Research. The Food Business Operator shall provide
information on the purity criteria adopted for ingredients at the time of licensing and any
subsequent changes.

Additives.- The products covered under these regulations shall contain only food additives as
specified in Schedule C of these regulations.

Contaminants.- The products covered under these regulations shall conform to the safety
requirements specified in Schedule D of these regulations.

Packaging.- Ayurveda Aahara shall conform to the Food Safety and Standards (Packaging)
Regulations, 2018.

Restriction on sale, manufacture, etc. of Aurveda Ahara.- No person shall manufacture, pack,
sell, offer for sale, market or otherwise distribute or import Ayurveda Aahara unless the product
complies with the requirements laid down in these regulations.

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

Claim by Food Business Operator.- (1) Food Business Operator shall make claims in accordance
with the Food Safety andStandards (Advertising and Claims) Regulations, 2018.

(2) Health claims and Disease risk reduction claims for the different categories of Ayurveda
Aahara and their approval process shall be in accordance with the requirements specified in  _
Schedule B of these regulations.

Prior approval for Ayurveda Aahara .- If Ayurveda Aahara need prior approval as per Schedule
B of these regulations, the same shall be in accordance with the Food Safety and Standards
(Approval for Non-Specific Food and Food Ingredients) Regulation, 2017.

Constitution of Expert committee.- The Food Safety and Standards Authority of India shall
constitute an Expert Committee under the Ministry of Ayush consisting of relevant experts
including representatives of Food Safety and Standards Authority of India for providing
recommendation on approval of claims and products as specified in sub-regulation (9) and (10) and
the Committee shall also empower to address concerns regarding registration or licensing or
certification or laboratoryaccreditation or testing or quality issues related to Ayurveda Aahara.

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

Other requirement for Ayurveda Aahara .- Every label of Ayurveda Aahara shall specify the
intended purpose, the target consumer group, recommended duration of use and other specific
labelling requirements, namely:-
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(a)

(b)
(©)
(d)

(€)
(f)

Information by the Food Business Operator to Food Authority.- The Food Business Operator
shall inform the licensing authority in writing, if any, of his existing food products duly licensed to
be assigned as an Ayurveda Aahara and the Licensing Authority shall within thirty days from the
date of recommendation received from the Expert Committee,
modifications including labelling as specified in these regulations.

Schedule A

the words “AYURVEDA AAHARA” printed in the immediate proximity of the name
or brand name of the product; and the logo as specified in the Schedule E of these

regulations, on the front of the pack of the label;

an advisory warning ‘ONLY FOR DIETARY USE’ prominently written;
a statement that the Ayurveda Aahara is not to be used as a substitute for a varied diet;

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

a statement that the product is required to be stored out of reach of children.

a warning that the product is for oral consumption only and not for parenteral use.

[See regulation 2(b)]

List of authoritative books* for Ayurveda Aahara

SI. 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
13. Ayurvedic Formulary of India
14. Ayurveda Sara Samgraha
15. Ayurvedic Pharmacopeia of India
16. Bhaishajya Ratnavali
17. Bhava Prakash
18. Bhela Samhita
19. Bhojana Kutuhalam
20. Brihat Bhaishajya Ratnakar
21. Brihat Nighantu Ratnakar

permit the same with applicable
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22. Chakra Datta

23. Charak Samhita

24, Dravyaguna Nighantu

25. Gada Nigraha

26. Harame khala

27. Kaideva Nighantu

28. Kashyapa Samhita

29. Ksemakutuhalam

30. Kupi Pakva Rasayana

31. Madanpala Nighantu

32. Manasollasa / Abhilashitarah Chintamani
33. Nighantu Ratnakar

34. Paka Darpana of Nala

35. Pathya Apathya Vinishchaya
36. Raja Nighantu

37. Rasa Chandanshu

38. Rasa Pradipika

39. Rasa Raja Sundara

40. Rasa Ratna Samuchchaya
41. Rasa Tantra Sara va Siddha Prayaoga Sangraha - Part 1
42. Rasa Tarangini

43. Rasa Yoga Ratnakar

44, Rasa Yoga Sagara

45, Rasa Yoga Samgraha

46. Rasamanyjiri

47. Rasamrita

48. Rasendra Sara Samgraha

49. Ruchivadhu Gala Ratnamala
50. Sahasrayoga

51. Sarvaroga Chikitsa Ratnam
52. Sarvayoga Chikitsa Ratnam
53. Sharangdhara Samhita

54. Shodhala Nighantu

55. Siddha Bhaishajya Manimala
56. Siddha Yoga Samgraha

57. Siva Tatva Ratnakara Il

58. Soopa Shastra of Mangarasa 111
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59. Susena Nighantu/Ayurveda Mahodadhi
60. Sushruta Samhita

61. Vaidya Chintamani

62. Vaidyaka Chikitsa Sara
63. Vaidyaka Shabda Sindhu
64. Vasava Rajeeyam

65. Vidya Jiwan

66. Vishwanath Chikitsa

67. Vrinda Chikitsa

68. Yoga Chintamani

69. Yoga Ratnakara

70. Yoga Tarangini

71. Yogaratna Samgraha

*Note 1.- Ingredients and recipes listed in the above

editions of authoritative books and those

authoritative texts published before 1940 shall be considered by the Food Authority for approval as

Ayurveda Aahara.

Note 2.- Ingredients and recipes listed in Appendix or Annexure to the above authoritative texts in
Schedule A shall not be considered by the Food Authority for approvals Ayurveda Aahara.

Schedule B

[See regulation 3 (1)]

Categories of Ayurveda Aahara and Regulatory Requirements

Category | Description Ingredients Safety Data (prior Label Claim
Ei;:::sted and afsgz\cli)l of Health Benefit Disease Risk
P Reduction
1) ) 3) (4) ®) (6)

A Ayurveda As provided in | Not Required Prior approval of the|Evidence based prior
Aahara prepared | the Food Authority not|approval of the Food
inaccordance Authoritative required if claim is as|Authority Required
with the Ayurveda per the Authoritative
Authoritative Texts inBooks AyurvedaTexts in Books
Ayurveda Texts |listed in listed in Schedule A
inBooks listed |Schedule A
in Schedule A.

B A new recipe| Text Required Prior approval required|Evidence based prior
of Ayurveda | Reference (Rationale,and based on the |approval of the Food
Aahara  using | required for Safety Data Authoritative Ayurveda | Authority Required
ingredients usingnew (including Texts in Books listed in
listed in the|recipe or mutagenicity, Schedule A

Authoritative
Ayurveda Texts
in Books listed

ingredient(s)
provided in the
Authoritative

carcinogenicity,
andteratogenicity
testing)of the new
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in Schedule A,
along with other
botanicals used
in Ayurveda
Dietetic

Principles (viz.

Ayurveda
Bookslisted in
ScheduleA

recipe or
ingredient(s)  or
supporting
publishedmodern
scientificevidence)

Rasa , Guna,
Virya Vipaka,
and Karma)

Bl Ayurveda As provided in | Not Required Rationale and Efficacy |Evidence based prior
Aahara the Data of new format|approval of the Food
presented in a|Authoritative including the target | Authority required
format different | Ayurveda population, required for
from that | Texts inBooks prior approval of the
specified in the|listed in Food Authority
Authoritative Schedule A
Texts of Books |(See
listed in | explanatory
Schedule A notebelow)

B2 Ayurveda As provided in | Not Required Rationale and Efficacy | Evidence based prior

Aahara intended
to provide a
healthbenefit, or
as an adjuvant,
to support a
specific disease
condition, or
disorder
specified/  not
specified in the
Authoritative
Texts of Books

listed in
Schedule A
(Ayurveda
Aahara for
Specific Medical
Purpose)

the
Authoritative
Ayurveda
Texts inBooks
listed in
Schedule A

Data for the specific
medical purpose
including the target
population, required for
prior approval of the
Food Authority

approval of the Food
Authority required

Note 1: The Food Authority may provide a list of Ayurveda Aahara covered under category A above
from time to time. Addition or deletion or modification to this list shall be informed to the public by the
Authority from time to time. Food Business Operator
licensing Authority without need of any prior approval of the Authority. In case of Ayurveda Aahara
products falling under category A, but not mentioned in the list, Food Business Operator shall request the
Food Authority for inclusion by submitting relevant literature from Authoritative text listed under
Schedule A books.

manufacturing such products may approach

Note 2: The mere adoption of the Ayurveda Aahara in a format for suitability to offer it in a pre-packaged
condition including concentration and drying for reconstitution prior to use may not constitute a change in

format.
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Schedule C
[See regulation 4]
List of Additives permitted in Ayurveda Aahara
S. Food Additive Maximum Functional classes
No. FL)(;U; itted
1. | Guar Arabic/ Acacia gum (INS414) 2%
2. | Tragacanth gum 2%
3. | Guar gum (INS 412) 2%
4. | Pectins (INS 440) GMP* Thickener, stabilizer
5. | Gum Karaya (INS 416) GMP*
6. | Konjac flour (INS 425) GMP*
7. | Starch and starch derivatives GMP*
permitted in FSSR
8. | Honey GMP*
9. | Jaggery GMP*
10. | Date syrup GMP* Sweetening agent
11. | Mollasses 5%
12. | Curcumin (INS 100 (i)) GMP*
13. | Turmeric (INS 100 (ii)) GMP*
14. | Paprika/ Paprika Extract/ Paprika GMP*
Oleoresin (INS 160C (ii))
15. | Annatto extract, norbixin-based(INS 100 mg/kg
160b(ii))
16. | Annatto extract, bixin-based (INS 50 mg/kg
160b(i))
17. | Chlorophyll A and Chlorophyll B(INS | 100 mg/kg
140)
18. | Anthocyanins (INS 163) GMP*
19. | Caramel plain (150a) GMP* Colour
20. | Concentrated water extract of a GMP*
colored fruit or vegetable listed
under FSSR (Colouring foods)
21. | Acetic acid (INS 260) GMP*
22. | DL-Lactic acid (INS 270) GMP*
23. | Citric acid (INS 330) GMP*
24. | Tartaric acid (INS 334) GMP* Acidity regulator
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25. | DL-Malic acid (INS 296) GMP*

26. | L-Ascorbic acid (INS 300) GMP*

27. | Rose oil 1% Flavouring agent

28. | Kewda/Kewra (0il from Ketaki) 0.5%

29. | Rosemary oil 1% Antioxidant

30. | Distilled oils of spices 2% Preservatives, flavouring agent

31. | Powders of spices 1% Flavouring agent, colouring
agent

32. | Nibu satva (citric acid) GMP* Acidity regulator, flavour
enhancer

* Quantity of the additive added to food shall be limited to the lowest possible level necessary to

accomplish its desired effect.

Schedule D

[See regulation 5]

Microbiological Standards for Ayurevda Aahara

Table 1A. Process Hygiene Criteria

Sr. | Product description Aerobic Plate Count Yeast and Mould Count | Enterobacteriacae
No. (cfu/g or ml) (cfu/g or ml) count(cfu/g or ml)
Sampling Limit | Sampling Limit | Sampling Limit
plan plan plan
n c|l m{ M n c m| M n c m| M
1. | Ayurveda Aahara unprocessed 5 3[10%/107] 5 3 109 10 5 3 109 101
and not for directconsumption
2. | Ayurveda Aahara for direct 5 210 10°] 5 2 1071 107 5 2 107 10
consumption
3. Ayurveda Aahara fermented Not Not Not
products* applicable applicable applicable
4. | Test Methods IS: 5402/150:4833 IS: 5403/ 1SO 21527 Part | 1S/ISO 7402/ 1SO 21528
1 and Part 2 Part 2

Table 1B. Food Safety Criteria

Sr. | Product description Salmonella Listeria monocytogenes
No. Sampling Limit Sampling Limit
plan plan
n ‘ c m ’ M n ’ c| m ’ M
1. Ayurveda Aahara unprocessed and not NA NA
for directconsumption
2. | Ayurveda Aahara for direct consumption 5 ‘ 0 ’ Absent/25¢ 5 ’ 0 ‘ Absent/25g
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3. | Ayurveda Aahara fermented products* 5 ‘ 0 ‘Absent/ZSg 5 ‘ 0‘ Absent/25g

4, Test Methods I1S: 5887 Part3/ 1SO:6579 I1S: 14988, Part 1/ 1SO 11290-1

*Should contain only the specified microorganism at the level claimed on the label. The counts have to
be determined using methodologyappropriate for the organisms, for example for Lactic acid bacteria ISO
15214/1S 16068, for Bifidobacteria 1ISO29981

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 Food Safety and Standards Authority of India.

Stage where the Microbiological Standards shall apply.- The microbiological standards with respect
to the products categories specified as Process Hygiene Criteria indicate the acceptable functioningof
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.

Action in case of unsatisfactory result.- In case of non-compliance in respect of process hygiene
criteria, the Food Business Operator 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

Guidelines for Requlator: The sampling for different microbiological standards specified in Table 1B
shall be ensured aseptically at manufacturing units and 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 ISO: 17728. The
samples shall be stored and transported in frozen condition at -18°C(£2°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 twenty four 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 Table 1B shall be taken from same batch or 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 betested 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 shall 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 “referencetest methods”

Guidelines for Food Business Operator: The Food Business Operator shall perform testing as
appropriate as per the microbiological standards specified in the Tables to these regulations above to
ensure verification of compliance with the microbiological requirements. The Food Business Operator
shall decide themselves subject to minimum prescribed under Food Safety and Standards (Licensing
and Registration of Food Businesses) Regulation,2011 , the necessary sampling and testing frequencies
to ensure compliance with the specified microbiological requirements. The Food Business Operator
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.
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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 3-Class Sampling Plan (where n,c,m
arespecified) and M are specified)
1. Satisfactory, if all the values observed are <m 1. Satisfactory, if all the values observed are <m
2. Unsatisfactory, if one or more of the values 2. Acceptable, if a maximum of ¢ values are
observed are >m between m and M.

3. Unsatisfactory, if one or more of the values
observed are > M or more thanprescribed ¢
values are >m

Reference test methods.- The following test methods shall be applied as reference methods. Test
methods prescribed in Food Safety and Standards Authority of India 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.gIS XXXX / ISO YYYY), latest version of
the 1SO method (or its BIS equivalent, if available) shall apply.

Count

S.No|Parameter Reference Test methods
1. | Aerobic Microbiology of the food chain -- Horizontal method for the enumeration of
PlateCount microorganisms -- Part 1: Colony countat 30 °C by the pour plate technique- IS 5402/
1SO:4833
2. | Yeastand Mold | Method for Yeast and Mold Count of Food Stuffs and Animal feed- IS 5403

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
0.95-1S0O 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. | Enterobacteriac | Microbiology - General Guidance for the Enumeration of Enterobacteriaceae without
eae count Resuscitation - MPNTechnique and Colony-count Technique- 1S/ISO 7402

Microbiology of Food and Animal feeding stuff —Horizontal methods for the
detection and enumeration ofEnterobacteriaceae- 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 theDetection of Salmonella- 1S 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

monocytogenes | Listeria monocytogenes
and of Listeria spp. -- Part 1: Detection method —1SO 11290-1
Microbiology of Food and Feeding Stuffs - Horizontal method for Detection and
Enumeration of ListeriaMonocytogenes, Part 1: Detection Method -1S 14988-1
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 15

Mercury, mg per kg or mg per L 1.0

Methyl Mercury (Calculated as the element), mg per kg ormg per L | 0.25
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Total Aflatoxins*, pug 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)

SCHEDULE-E
[See regulation 13(a)]
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