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AT QT AT SAT AT FTTEraHor
st

< faeett, 11 s7FqaY, 2022

BT, €. WSS/LH/E(TTTEUE-01).—aTT LT ¥ ATF ATA=aH, 2006 (2006 FT 34) FT &1
92 #T IT-GTT (1) F ATATHAL, GTH AT AT AWF (-FAAfEe g & grer @9 est & o
sqATeE) "erge AfFaw, 2021 F7 I ARG F TSI, STETIR, 0 3, @< 4 § AT @rer gLeT
ST AT TTTEHT0T il ATEAAT FLLH, T S2/H I/ (TATAUE-01), A 22 Fawaw, 2021 FT TaTiard
T = o, SEd 39 sfRear & S 3a9 warted g i g9reEr o, 39 aie ¥ e 3%
STERLAAT T SATAE FLA AT TSI Al TAAT STAAT il ITe FLT5 T2 o, A75 o & srafer v qare
F TET AT ¥ AT AT fFh T

T IFT TITA T TTAAT AT 1 24 Frawae, 2021 T 3T FT5 TS off;

3T 3T AT A =i it arad S9ar & IS e ST AN 9 AIEA T @re gRAT S 7S
sTferRT g B w7 o @ B

A T AT @I AT A AT AR G AT AT AAF Arer=a+, 2006 (2006 Fr
34) FT gT=T 92 FT ITHTT (2) F @S (F) T T&T ARRAT FHT START FId g @I LT AT ATAF (32
At @ i | g9eat & o aqaes) @fEEw, 2017 &7 67 gerdq #39 & fow Aeteted

6883 G1/2022 @
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1. (1) == FEfF=wi #7 |@ferd a9 9 qeaT Y aWs (et @ & g g99eai & o0
ATHIE) TIH Ferred [Af=aH, 2022 2

(2) T TSI § T THTI 0l qTG & AR g1RM
2. G TqRAT ¥ 9 (A-fafAface arer o arer @e9est & o sqeey) [, 2017 (G a9
THH THTA S AT Fgl 147 2) H,
(1) ‘IF ATHEA T&H FA A THRAT T "qataq @fFa (4) F wm w Aefefaa @R w@r s,
4, q@ FqERT i IfHA1- (1) R-[fEee @ #7 omes soar Jaas @ IieEr fi AEaedE
FTEATAST 3T 1 % 977 =9 fAfAawt & I9-1 § srase #3m
(2) T AT SEEF GT QU U SAEET S GadAT i 9 w1 TIHF S 6 A1 AAGH Bl
FAT, AT FIE I, AT TAAT ATE TTeT I % darterd &t & dae & srosfn
(3) @T=X WTTEFIU AAYTFAT BIF UL A Fl ATTFT TEMAF IEATASA, AheS AAAT TR e
FIA FI g TRl g
(4) @I FIETLT ST HR(T T2 GAAT T ST B o o (&A1 6 FTaT ITAse FIT0T
g ag T @rer arfeeRaT, FTon & stteferiad e, 9 FHAT Al 9 &A1 & A0 9@ 7 96T g
(5) @T=T TTTEERTT, @I FLEATE TATAS T TEQT ATGEA il 1= w6 (o7 [FQws afHfa srrar a9
e T "t 2
(6) @T=T TTTAFIT @I Tq & GLATHT Tl hl 419 H T@d gU T€U-2 § IT a7 ATHIGT < Tl & AT
39 T T gt gl
(7) @ STTEHTOT o T I¢AE ATHIGT 6 THTT, T AR TaTa® Haierd B S 92, @rer &1

IS H ATF 6 TF a9 & WAL STl LT 3T TATAHILAT 6 Aae] 9 At FLaram i 396
iR ATTEHTOT T IUTE FITUAT

(8) TTE FILIATLT THATAS, @I TTTEEHIUT % T FIARRT ATHR 6 THeT A ATAGT 6 (HLEA 60T %
et faferss &1 o aTeq g1 o e oAt o fiae sraee & FeEdieweor F Rt AR Beg ade w7
THAT & AT &I FIAGHT TR UHT A ITH g o6 JIE [T ol sater & Hiqe Haemr Ha s
THH AT FRET o <41 7 forferd &9 # &7 (6T ST ater 10T & |77 STAfd &f STusiT

q7eq AE T qeT FEFET AfawrT d19 fae & srater & arg srdier it SAqafd < ghar g af oo & a7
LT 2

(9) TTT T % &I FAFNT ATTFIHT & AT & ATIT @rer FERT TATAF, G TTEHT %
sreer & fA=Te & forw, orfiefir seer ST e 7 qrirg | e faAt #7 srater & faw qAraaisd Jri=re
T T THAT g AT THT ATAAERA AT ST g 6 o oAt it srafy & fiae Foer s sfiw
THH AT FRET o <41 7 forferd &9 # &7 (6T ST ater 10T & |77 STAfd &f STusiT

e g T sremrer o foAt 7 o7afer o a1g ot 7 THid < 9Far g Iie e & o 93i w1 il
(10) @T=r wrferEeer forfaq § For aare et |rer Fanl J=9ras & QU T G aqEeT &1
fetfad storar w7 T gl 2

(11) T YTTEFT Areae 6 ol GHT-THT UL (AR HT Tl gl Aaah FIET A 9 FEATE 5
o & € e forelt off furfa & 3o 78t T ST

(12) @1 FIERT TATAT TG (e & Te=Tq @1 LT S AAH (T FIETE AT ATATIT 3T
Theregre) fafaae, 2011 7 [fdse ST & SqE st & o e wT)
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(13) @T=r AT ATEHRTE AT ATHATIHT ATAFTLE, @rer wrierwor gy == A=t F qefim srqarfaa G
ITATE T AT o Farel | T TR Al TAAT @I AT il L <0

(14) Tz Tt G121 FETT T=TA & T2 F9are w2 7 F1207 21 o o @rer & forg srqees o
g, SO TATES AT AT AT g, Al a8 IHHT T, AT, Ty, srorar fEawor ia g9 & eI &7
ST JAT QT AT ¥ AT (QTT TATEaT TH6aT) =W, 2017 % U=l & Tqa1T @rer ITiaewor &
TAAT & g0 I AT9H HITA 6 HIH IS

T¥9-1
(=T 4 =1 su-faffaa (1) ==
(Fe-Fafee @rer sk @Ter gues & sqHeT * oy smae)

1. raed e T g {F997 Fa T 9 qgl &1 [ (v ) F9 )
o Tad Grer#
» A G SATE
= 9 G HEEH
= A ST § THERd
o HEAST
= GT AT 3T A9 AT (TRUHUEs?) | 7 =3
o % THEHRLU HEIHE ATHYT/TrTSH
= @ AT S A At () § 7 s
o - fafdee =y, Foar AfAREe #,
= AT AEEAAE
= T AT HA-AHTA TAT ITATE
IR EE A RE R I CIRIEE]
" I HE, FAAT Ioodd Y
o -ffdee @rer Avft F AL ATHIET HT AFTLTAFAT AT [A-[H TeH ATAT AT
*Sraad ITaEd ATt § & T ool & "@etaa g ST SHE qewsia g Sqar 399 FaRg g &
AT | =TT 959 1.3(F) H T AT ST
#=< AT & Y=o & O 9099 @ a8 @rer g S 919 START it fs 99T 7 21 T9ar e
UHT Heed 3l GhaTl g S| srerar et sqcai~r & #d &l J19d ITHART 6l Fle TL97 7 2l Tl g,
AAAT qg VAT GTH AAAT THH gl ThdT § Tore AATATLN ST ThaT & UHT et 9 Srairehr &

FATAT AT BT, TSEd @y 9ar @rer §9ed & e qAAAT GLAAT TTAT A2 § UH qFieq gadq gl
STU S ST T J19, FATTAT AT ITH AATT=5d TaTA] H T 8 A7)

2. |TETT AT — (1) SAE H7 a9
(2) SITfersa =3 f<h &1 AT
(3) ez FO/HIT 70
(4) T (T THT F H FAA T -HA FUAT Bl A7 T F {7 SI0)
(
(

5) E&T AT A1
6) TRTSA/TSTEE I HIATAT HT TaqT
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(7) srgrter e, =i g 2r

(8) 37 AT FT ATH T 9aT qUT " fFawor gt sweed #§ Ifoafaa @oes T I F7qar
TEERTOT TohaT ST 2l

(Feoovr.- 7Tg U= 7| "7 5 3% 6 | 9= g9 9% aRaw % forg «n fafRawmers sate afga fEeeor
3 qT wiAfAter 7 979 3fi¥ "k faawor 9)

(9) =TT #Y Fohew

10) Scute foreer forw sreew g

11) ATH 7 e

12) SEaTted IeaTE A

13) G THEeh(FT) FT S (T, TATIH, TTEITT AT & Sa)
)
)

14) BT 99], FTEAT STAAT FeA ST g1 =0T feorfar & Sfrarop a1 91 sf7 J=i sars S
15) FATHE ITINT

15.1 ITATE % T | TAT A U2 AN FGTET ATH, TTS AR &

15.2 I @I FRER TA@R & Aqd F U smmtaa stear Ionfaa Iome/
THaATa/aeeh/AgarsT & qae | ST ITANT qaet T
fooqur.- 15.2 3 eI o ATl Al & qag ¥ F9a7 Feferiad Sues F:
() wEartaa R, STIRT & 9w, AEtaEn) & @, oo agfadt §i s=w 19 &
FLIH F TROTHT (AR Rt stemam gy et 8) et grer

(F) TTTErha geaTeA<ahal g el | qeATid 36 rerT FT I-95 o JTEFeor g7 sqaad 9
H IfcdAled SaeaTail F1 3T TS G HIUA TATAH! 1 AqITAT 6 forw giua fhar sroam o
AT AT AT T SATUIAT| ITLH STAEATH | SITALIT o ToIT ITTAFTT it qATTAIT AT G
(16) T T TOAT [T LMo TANTATATHT 6 [T TARET TATAA IS [ TeaA9Hd Adiadt
Ul RISILAT T HI+ TTRTATATSAT F TT [ALATIT THTI-T TE&IA FIAT gITI fFeeaor &
THTO-OF § ITATE & FEIT AT, TATIAF AT AT TATAE ATAGE AT g1 T g7 IHH AT
(17) IeaTas wikaT, gterea & (vt ofe faeor afzq)
(18) TafF=mTer® fRafa (37 91 F 19 F@Tv, AT IS FT G F €T H T FAAT AT €T
START AT g1 FTS g, qT STHFATSA T ITh ITHRT &1 &L A YA qr forfeaa arerT afga
wated fafaaw =ar)
(19) J&=qTTaT 3T % @I FRER | Aqfadd seaas i FHHiar sfiT o= qeqf sr2iq faurahar,
AT, TTART F T Haell F FTe 6T T
(20) FXEAT Eeeft FEAT (e Fgior srrar sfarear gat sreaa)
(F) T GIAT A FILT HHeF AT T IATE o JTE | THAT SAqTAT (AT ) H, 3T T¢
TR0 T qReATHE AeAAT AT AT Feieor i AT {7 fdw qgAn i fAwe we %
Tom-fAger &1 fieeor Feeh d9eh AT G IcIE UX [0 U HLATHE LT[0 TqaEm
TATHLATET ST UT | 72H, 1945 #t siqeg=T are’ & fei= Afga qean sreaaei 9% smara a0
(AT =TT SUTHY F H 337 1))

(
(
(
(
(
(
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(@) 77 g FT & T a1eg T&qq F7 o Te=aqrad ScaTg ar doed o Thdt avf (e STeeedt
THE S THadT AigATel, T MO ATAT q1qret, aTasi, el TIar el o7 To91eT a9g &l
T & & TATAT T R

(21) TT9 F HIY | FEATISTHLIT [HTFT FAT(AH AL, AT @A % AAIAT AT AT (A b 17
FeAT qiEd], F AT T AATAT TATEST AT F 141 F g § q1e Toqq we | qgrdT whrfora arfger
(FTag 9, TA-FAEr ST Ta-fEaT stemaat qur aRa F oy e SeEear 9w fRr U et
RO YA ] (FATEST AT Haeft TeT, Ffe A0 2, Suey @ 7 fau )

(22) FETT @I AT 3T ATF (AHIAT F FTTE =TT A shl it
(23) =tz =9-2 H Ioorg g1 v faforse graet & arfehfdsr  arg 1 AR steaae 39 3 9T 2Te
TEQT LA el ST
(24) FOT T THAT AT AT T o Fael § T&I-1 H J9|
3. stfaa faferse g=am:- (1) AT @T=r ST9aT A @I S9eH STAAT A SR F TE6eha @rer
(F) 3T TEATET @1 & oI Afera qa, IS Fr2 ar
(@) 3T 7 FAega geen (Sd seare § afeaferg @eest i gt garet £ 7 oft aqrg sm)
T TAT goeah (FIA7 AHATeE w2 6 F47 Ice § UH UF A7 AT9F 992 g, ST aqa § @1
AT &Y AT [Aaw § gieafod 981 & & Sa1/SasT ST 9a § 9gelt a1 y&=qrad
21)
(3T) T SRR &1 fFEwr
(%) AT FaelT AT (FAAT ST FGTT 2aT Ataurear Aeqa=i gael Tearas gov Hi7)
(i) AT TeTAT FaeT GaAT, REH ITAEFIT 92 AT TATE, G0 TAE A THTET TAE, T
(ii) srferaTeaT HedT stemad, EH TenEtdr ft St= F o uHiS 93er F 9o, e
TEIAE TLE0T, G SATauTar Teddd, Yqa-qa o § gafdq snfaurar sreaae
Tfrafera gl
(iii) TASTRTRAT (TASHFTAT STTAT HEE I @I ISTART H 2 7T T(dhed TATA T TR0
FAAT ATFHTIAT AT, TAH [T FATEST TS AT G qLAT TTAT T TATET & 1 | 7
ot srear T srera iAo uotet grer e feard afvaterd g @kt )

(.) ET ITUTE/@TH Heea o ITANT hl T (Tl TqTasT Toqd HY)
() START T AR & (e 77 & w7 &7 <90 § qrerd ST 6l THI0E 99T g1 37 St
geaTtaa e 2)
(i) START ¥ qATAT
(iii) STSTNT HY AT (AT H)
(2) T ET TS q_TH:-
(F) TETARE AT 3{T SETAMAT AT ey Hea
(T) LEAT (AT I TIAT THFE)

(1) @1 FEAST T HIh AT UA FiU e/ foea wgeew dsa fAgus qfufa (3.2 61, 0%.0)
sroraT e Tt STt fagior der gy [fas v afqe wme

(%) @T=r ST § IYANT 7 TEqTET &
(2.) FATT USie fT oty & (Fe12 T29 /) o€ CAT TS, TEt AT 2
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(3) T=IT=HT |iga % YEERCT AT

)  ffafe
(@) TesTew Ifafate

() T ST = qigd EAT (ATAHT  ATEN)
(%) T IATE | AFfIres HHAT (TEEHRTOT TZTAF ATHAT 3 AT H)
(4) T&w SharoE, IFbRaT, @i, Fas svar it ¥ 3F saaT fReffia @ e e sk =

Teeh
wH T (N SRERT) TET GTT GoEhl & S € F T GEA STt deell sitws
q.
1. AT T TFQ FFSTEm/aiT/Fas/uatt
2. AT T AH FeT EENED T
3. | et ST
4. MY T qEFRpd g | FaRE
AR T[CET sl T el F H2T gt Tl
{STTELOT ATSHITETA 22T
FoAL FAFAT US SO S, A
FAFIT S ST Fodd, 21eaT
ITET FodT FelFeA} H STHT
5. TEET FoaL FAFIT Qe | FodL FolFaq Ha? HT ATH 3T T Hear T
# RS g fit Rafa & | war (afa)
6. TEET Foa< FAFIMT e | FodAL FelFaqe Ha? FT ATH 3T GEGK: e L
FEdeam frfafad | uar ()
7. AT g ST Asht &a¢ | g1 3«
T forere A1 fRerfr | fageft Tvrem/3=eT &1 A1 Siw GEGK:IEN L
qar (srfa)
8. FAUSENT T FAFAT | AT T Fod L FAFIE T FT | e gedr Tt
Yo STy ST | 1 ST Tar (fa)
ST FodL HAFAT Hay,
TURT =T FeaL
FAFIT ANATENLGE) &
glis 9 #T Fafa &
9. |fFafesfRsfidersdr |zt @) Tl
AT araTas/ [{atar &
= Gt F ST F
FAC
10. |FrfamFfTdag | =t SEL

Ye-grE H T 2
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11. | 99T % 9 S AF
AT TorTeAt

12. | AT ST gLEn/ EIE]
T g am e
foufa: Fata o adia
R ar S e
&9 ¥ grera g4t (R
TSI FT 91H), IT LT F
IR AT F €T H
ReEr ¥ §

13. | T 3T AT ITAT & AeTgEaTer<y I Fvar g o aeft Fores Fatas 39 % oo W

Terer § FRwtar srerar FT IR & (T[Ee/ATHHIO FT FTH) MET 9 396 qrHTAa:

AITAF I ST qefera arer gt # afeafaa €, serar Frforaree S e
HFET o el & TAT T IcqTE AT ITHART 6 fory s7uferd g i
g G <91 § faar et wiaeer = foeft 3q Suersyr gl

feoqur: (1) STt smaew= 21, "9 95l o

(2) STAEF G U FITU T FAT AT /TEqTas TAaT THITT AqLee T qrrehtay, fHea
TATE TIo ST G U FH1U ST Higd SAqUCeT GEAT3H & il Al 907 (YhTS ST

FLTAT TS FT ATV
SUTEY ‘F
AT HaefY STET AT TEIT FLA HT AT
1. ZA-FAgr sTer
qreror ERESIRPAL TIFT 1% (1.3) | SAHTSY | AFATRT | TATLTATIT A9/
SR | qrzra/ ¥ A=/ QT FERRGAT | (1.5) | HH wohrer (TR A
(1) | o/ s e TEhy SEEEd =) (1.6)
(S7rE F9)(1.2) (14)
Fife | gifcea
FEA |
2. =w-fagr grar (FhRe-gd srferrar) gt over &1 arae
w9 | adreror afome | qdifer arenhy s seer 9 | AEAAT | AAATRA/ASRY | TARTLATAT
q. @< (2.1) JSIQAl | ATee ATH/EET AT
T (Il
&< | TEEUNR | F4atE
et/ f ST ET)

i<t q*
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At swfaeTear

(2.2)

Zratater
ATfAITAAT(2.3)

o Thero
(e FY)

*Fgfaa agyaeTia § swerfa waedse s/ /s Rt it dear F sraas i s

SqTY-1
TA-FAgT STaT FT AT T N ey fEewor

1.

1.1

1.2

1.3

1.4

1.5
1.6

oiferg At &1 f@ERw, qEar, aeetds o¥Er Sfew qEl F A #, 394
AT RO/ /TR AT/ BraTshe T & a1 & 93T <1

I SFIAT, GHIT rorar e Tt ATl & ar § g1 &, e gaer # qdeqor o @,
IR TASTH I HT/SATEIZ0T H=AT/ET ATSAT & FAaCuT/RNT Ja4 TqaT S 999 TIa1 9+
et ogfa = faawor

ST H SEd qLIerd &l A9t 3T qifsiied Heldl & ar § g7 3|

Tg AT = T afteror & oo o form o agegst S /T AT o 3ETeIr & o, et
ATEETFA AT, TTE AT AT SEATSH H w4, i T 72 Tl

ST T, T & e o RO e w e Rt ferer i g g,

TR FT T Ha9 FAT0| IS STl TGS-THIEd STl | THIAT T g 2l, Tiq AqaT
fqre & =9 § g1 ar {1 &1 fAewor &, 9 a3 % T4 &7 979, G T S27q&T TARTOTer
FT AT 3T I AT A Rt of¥er 21 aam seeht gearfua sfad Suetsy Fard| Fae i
HEALOT AT 1 T FRS 6l AT ITAee FIC AT ART ST T FATG 7T THRIAAT 61

It IUTeY FIIT FT 99 2|

AT el TEAAT : AT AT STHRT 3 o 07 GTRAft 3 ST 7 sffered €

2.1

2.2

T FRF MR iR TR SR &<

2.1.1 aEEas aEEF/AEE aERE/ET/ETEr 98 919 X S9 984T Iarl
F HHA § ITh ARG/ TOfSd A ARG & 919 gEar & o qafem
AR 7 a3

2.1.2 A [Feteor F o TS dae & 99 F7 iy 'ree § swerfaa faa/srater
U SAETRA Bl T TR Add T THAT Faiqd TSI 98] % AT
oY |dg & o ST ¥ oA ST

2.1.3 YSIA =999 F7 A=A <

2.1.4 THEE FIET THEAT F sifEe F)

stfer sfarsTegaT @ T YeAr gt FT 24 =t Ay srater #H swferarerar @y, ey gt Aifw

# TeFETST R T AT Aq S (AT, TRn/Ee) H

2.2.1  SeE@IE § qdeEer AR i grar 2un/fHr fit wreds f4T 9 syEr iy e
THFEISIT X o ~AdH 10 U 72ET < & IaqT A |
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222 TTETH AT T(0F & TFAST F 14 &A1 a18 qRIE 9 | g, sadrar &
Rt ol IHeT q1aar, dH, Fha TI7 Al & A e 7 9o, IR T2 &, 6 7
& fArerfeor e
2.2.3 FTqdHAT T ATEAT § AF-TLIEAT F AGATHRAT F AT ek (AT T RA1e oft s v
ST
2.3 AT SATAYTRAT : T TETf 7 Srerfad A\ ST F SATE Jre-are airer G
ST 9¥ AfauTar e, v qdreo AR § v fRu U ar g SEi(EnE,
T[T/ ) FATT HLATI
2.3.1 FeIad T THFAST Aqal STATq ALTAT AT TFAIS A {STATHT G (Er21)},
ST (2.5/5 x L), 357 (5/10xETET) & ZET Tuferd g1 2o fafiaa afgse = 3
Tfratera BT ST
2.3.2 TIIE T H SAALA IHT TTAHAT AT Fded o (019 F AT ST AT IqH AT-3qA 1A~
TTARA-THATE-EL (T A1 T T TA) AAT SAqAT | ST 7 e TN £A70T 2l
2.3.3 TTeT § & ST Aferd 3 il THT MF-THEAT 3T FAF-[AATT AAATERAT 6 ATI-ATS
AT, HR-T=AT, @1 "ad, R & 9% H Jrg, GeEea qaEEat aor
st sraetre Ao "raswar £ sraer ¥ Sfat i 79w ag-adeT i ST s
ITHT FAF-TASTHIT AT (haT ST 91 U Rqie goe iy S
2.3.4 9L TR § THTET TS aahdT/IScaaaaiadr giv 9 e s it Rore seqa it
ST

STy ‘@’
TETE ATV Haiefl IraT & FIOL TSR HT T

1. SA-TaET STeT %7 AT

Qe | ATSwE a9 A1Ea/ | TOfRT g, SgE | EFita/AY @ akued, | I RIS
At ARt dad/ = TafeT sk TAATHL, FEARRAT | TROMTH | FT &I

(1)

)

)

(4)

(©)

(6)

1. FEedfd®  AEOAT F¥ET Sfad qEREr 6 Rufa § 9dfea 9Edl,  gEar Far|

T/ Ui adr TEITerd Seeh AT oT/dTaT ATRET & I H TAT 4|

. S THRIAT, @HIT AT T o7 aredie & a § g=AT &, e forg aderr T = o,
S st na e ETaT "eEn/Ae Arear w1 Baeer/HantT g9 04T Saw g9 Aarihel
o+ foreew & e gnl

3. TITerd |iRi, TR | SFd A9fed 3% qifoiied Feldl & a1% § T
4. Fart & wfew F qftomy ¥ w7 § 5 ugdet #7 wmr T Seeew F R smedls,

ATZSIEIFA 2T, TS ST AT STE TISH § ~IA19ad, g il I § TF|
. SITO TOTTRY, STt & e, qer NoifEd g it gt weet w A g

. TR T YT W FAT0| A(Q STET Tg-awiierd qirewreti § THriord 7 ga 2f, 9iq UF Teqa
foqre & = § 2r ar R &1 fH=wor g, oW Tewa= % w09 T AT, ST STqET SR H
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A ST 38 JAaq fif Rafaq giafea g1 a9m It qearivd Ifd SYdsy FU| had i
HEAUT STEIAT il T FES il T ITee HIU AT AN AT 9T AU § A G5 AT THIAT
#¥ wf IUTsd FLF FT F99 <

19. SA-FAEY STeT T T4

Thfea TS STARTLTAT Stra/ Tife aig, | aRuaw, stuet, | = TRTT

eIt | AiwerSe StE, AR TEEFTEY | TIFT A | FEAHIRAT GERiH | RO | HTEes
TUFFRT 3, A T AR uifSfed | geaifaa/ A19 1@
IEREIER LR IC HETT

(1) (2) 3) “4) ®) (6)

1.

FEEITAH:  AERAT FIAT Sitaw R &7 Fufa § qdfea |9elt, gEar aqrn|
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FOOD SAFETY AND STANDARDS AUTHORITY OF INDIA
NOTIFICATION
New Delhi, the 11th October, 2022

F. No. Std/EC/T(NSF-01).—Whereas the draft Food Safety and Standards (Approval for Non-Specified
Food and Food Ingredients) Amendment Regulations, 2021, were published as required by sub-section (1) of section
92 of the Food Safety and Standards Act, 2006 (34 of 2006) vide notification of the Food Safety and Standards
Authority of India, F.No. Std/EC/T(NSF-01), dated the 22nd September, 2021, in the Gazette of India, Extraordinary,
Part 11, Section 4, inviting objections and suggestions from all 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 24th September, 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 Food
Safety and Standards Act, 2006 (34 of 2006), the Food Safety and Standards Authority of India hereby makes the
following regulations to amend the Food Safety and Standards (Approval for Non-Specified Food and Food
Ingredients) Regulations, 2017, namely: -

1. (1) These regulations may be called the Food Safety and Standards (Approval for Non-Specified Food and
Food Ingredients) First Amendment Regulations, 2022.

(2)  They shall come into force on the date of their publication in the Official Gazette.

2. In the Food Safety and Standards (Approval for Non-Specified Food and Food Ingredients) Regulations,
2017 (hereinafter referred as said regulations), -

1) for regulation 4, relating to the ‘Procedure for grant of prior approval’ the following shall be substituted,
namely: -

“4, Procedure for grant of prior approval. - (1) The manufacturer or importer of non-specified food shall submit an
application in FORM - | along with necessary documents and fee to the Food Authority.

(2) The Food Authority shall scrutinize the application and information provided by the applicant and on preliminary
scrutiny, deficiencies, if any, shall inform the applicant within a period of forty-five days from the date of receipt of
the application.

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

(4) The Food Business Operator shall submit the information sought for within a period of thirty days from the
issuance of the letter.

Provided that the Food Authority may, for reasons to be recorded in writing, extend the timeline beyond thirty days.

(5) The Food Authority may appoint an expert committee or panel to examine the application submitted by the Food
Business Operator.

(6) The Food Authority may either grant approval or reject the application, as per FORM-I1, on the basis of the safety
assessment of the article of food.
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(7) After the approval of the product by the Food Authority, the Food Business Operator shall conduct and provide a
post market surveillance data on relevant safety and efficacy parameters, within one year of placing the product in the
market whenever asked by the Authority.

(8) The Food Business Operator may file an appeal before the Chief Executive Officer of the Food Authority against
any decision of rejection of application within a period of thirty days of the receipt of rejection letter and the Chief
Executive Officer shall dispose off such appeal within a period of thirty days of its receipt and any delay beyond this
shall be allowed with reasons to be recorded in writing.

Provided that the Chief Executive Officer may allow the appeal after the period of thirty days if there are sufficient
cause for the delay.

(9) A Food Business Operator, who is aggrieved by the decision of the Chief Executive Officer of the Food Authority
may file a review petition to be placed for consideration of the Chairperson of the Food Authority, within a period of
thirty days from the date of issue of appellate order and such review shall be disposed off within a period of thirty
days of its receipt and any delay beyond this shall be allowed with reasons to be recorded in writing.

Provided that the Chairperson may allow the appeal after the period of thirty days if there are sufficient cause for the
delay.

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

(11) The Food Authority may review from time to time, the amount of fee for filing an application and the fees paid
by the applicant for processing of application shall not be refunded under any circumstances.

(12) The Food Business Operator shall, after grant of approval apply for license as per the procedure specified in the
Food Safety and Standards (Licensing and Registration of Food Businesses) Regulations, 2011.

(13) The Food Safety Officer and Designated Officer shall immediately inform the Food Authority of any complaint
received regarding safety of any product approved by the Food Authority under these regulations.

(14) If a Food Business Operator has reason to believe that the food for which the approval has been granted poses
any risk to health, he shall immediately suspend the manufacture, import, sale, or distribution of such article of food
and take steps to recall the same under intimation to Food Authority in accordance with the provisions of the Food
Safety and Standards (Food Recall Procedure) Regulations, 2017.

FORM -1
(See sub-regulation (1) of regulation 4)
(Application for approval of non-specified food and food ingredient)
1. Application for*(Please tick (\) only one): -

O Novel food#
= Novel food product
= Novel food ingredient
= Processed using novel technology

O Additive
= Not listed in Food Safety and Standards Regulations (FSSR)

O New processing aid/enzyme
= Not listed in FSSR

@) Non-specified food, please specify,
*  New botanical
= New fruit or fruit based product
=  Probiotic and Prebiotic

= Any other, please specify
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*Data in Form 1. 3(d) shall be submitted, in case the application pertains to any of the categories listed above and
consists of or is isolated from microorganisms.

#For the purposes of these regulations novel food is a food that may not have a history of human consumption; or may
have any ingredient used in it which or the source from which it is derived, may not have a history of human
consumption; or a food or ingredient obtained by new technology with innovative engineering process, where the
process may give rise to significant change in the composition or structure or size of the food or food ingredients
which may alter the nutritional value, metabolism or level of undesirable substances.

2. General information. — (1) Name of the applicant
(2) Name of the authorised person
(3) Mobile No. / Phone No.
(4) E-mail (All communications will only be made through the above email and phone number)
(5) Name of the organisation
(6) Address of the organisation/registered office
(7) Licence number, if any

(8) Name and address and contact details of the premises where the product covered in the application is
manufactured or processed.

(Note: If this is different from the response to query 5 and 6 provide details including regulatory licenses
applicable to the premises and provide hame and contact details of the representative)

(9) Nature of business

(10) Name of the product for which application is submitted

(11) Justification of the name

(12) Proposed product category

(13) Source of food ingredient(s) (animal, chemical, botanical or micro-biological)

(14) In case of animal, botanical or micro-biological source, genus and species of the organism shall be
mentioned

(15) Functional benefits
15.1 health benefits claimed for the product and on the label, if applicable

15.2 ‘end use declaration’ for product/pre-mix /ingredient /additive imported or manufactured for supply to
other Food Business Operators

Note: applications covered under 15.2 above shall provide:

(a) Data comprising proposed formulation(s), usage levels, directions and duration for use of the
formulation, specification of the formulation(s) and shelf life study results (accelerated stability study
results are acceptable).

(b) An undertaking by the authorized signatory stating that all the conditions communicated by the
Authority in the approval letter shall be informed in writing to each of the FBOs to whom the material
would be supplied for strict compliance. Any modification in the above conditions would necessitate prior
approval of the Authority.

(16) Certificate of analysis from a third party laboratory, accredited by National Accreditation Board for Testing
and Calibration Laboratories /International Laboratory Accreditation Cooperation, shall be provided. The
certificate of analysis shall include physical, chemical and microbiological parameters relevant to the product
along with validated test methods and other test methods, if any with references wherever applicable.

(17) Manufacturing process in brief (flow sheet with details).

(18) Regulatory status (Mention the countries where the product is permitted for direct or indirect human
consumption as food. If so, provide the level and purpose of consumption by the consumers with the relevant
regulations along with the documentary evidence).

(19) Copy of agreement of relationship of applicant and manufacturer and other entities involved in the food
business of the proposed product, namely, marketer, importer, re-packer.

(20) Safety Information (Documents on risk assessment or toxicity studies)
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(@) The information shall be based on safety or risk assessment review from published studies (Indexed
journals) and safety studies conducted on the ingredient or food product by the applicant adopting Organization
for Economic Co-operation and Development guidelines or safety studies as prescribed under Schedule ‘Y’ of
D and C Rules, 1945 as amended (Safety data to be summarized in Annexure A).

(b) Provide evidence to demonstrate that the proposed product or the ingredient will not adversely affect any
specific population groups that is pregnant women, lactating mothers, children, elderly or any other vulnerable
group.

(21) Claim support documentation (Provide evidence to support the intended health benefit claims through robust
scientific studies including human intervention studies or human clinical studies. Provide supporting published
literature (Indexed journals), results of in-vitro and in-vivo studies and studies done on population relevant to
India (Health benefit data to be summarized in Annexure B) if applicable, as provided in Food Safety and
Standards (Advertising and Claims) Regulations, 2018.

(22) Copy of the proposed product prototype label as per relevant Food Safety and Standards Regulations.

(23) Declaration to conduct and provide post marketing surveillance data in specific cases if indicated in the Form
.

(24) Declaration to keep the information shared by the firm in Form I as confidential.

3. Additional specific information. - (1) Novel food or novel food Ingredients or food processed with the use of
novel technology: -

() The target group for the said proposed food, if any
(b) Detailed composition of the product (with quantity of the ingredients and additives added in the product)

Any new ingredient (Please specify if the product has one or more new ingredients which as on date is not
listed in Food Safety and Standards Regulation, or an ingredient which has been introduced for the first
time in India)

(c) Details of new technology
(d) Safety Information (Documents on risk assessment or toxicity studies to be attached)

(i)  Information on human studies including dietary exposure, nutritional impact and potential impact on
the consumer, if any

(if)  Toxicological studies including results of Ames tests to test mutagenecity, chromosomal aberration
tests, studies for reproductive toxicity, prenatal developmental toxicity studies

(iii)  Allergenicity (published or unpublished reports of allergenicity or other adverse effects in humans
associated with the food consumption; may include reports prepared by World Health Organization or
by other national or international agencies responsible for food safety or public health)

(e) History of consumption of food product/food ingredient (attach supporting documents)

(i) Geographical area of use (with established history of safe use in at least two countries, with well-
established regulatory status)

(i)  Quantity of consumption
(iii)  Duration of consumption (in years)
(2) New additives: -
(@) Chemical name and International Numbering System No.
(b) Purity (food grade or equivalent)

(c) Acceptable Daily Intake specified by Joint Food and Agriculture Organization / World Health
Organization Expert Committee on Food Additives or any other risk assessment body

(d) Proposed level of use in food category

(e) In case of colouring agent provide (Colour Index) colour number, where applicable
(3) New processing aids including enzymes: -

(a) Specification

(b) Enzyme activity

(c) Purity including total organic acid (as per the standards)
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(d) Residual limit in the final product (in case of processing aid)

(4) Articles of food and food ingredients consisting of or isolated from microorganisms, bacteria, yeast, fungi or

algae: -
S. Data required for microorganisms used as Food (Directly Fed) or used as a source of food ingredients
No.
1. Nature of microbe Bacterium/Yeast/Fungus/Algae
2. Name of microbe Genus Species Strain
3. Source Indigenous Imported
4, If locally isolated Isolated
Deposited in the national | Yes No
culture collection centre (eg-
Microbial Type Culture
Collection and Gene Bank,
National Collection of Dairy
Cultures, Indian Type Culture
Collection)
5. If deposited in a national culture | Name and address of Culture | Reference No. Receipt
Collection centre collection centre
(Copy)
6. If bought from national culture | Name and address of Culture | Reference No. Receipt
collection centre collection centre
(Copy)
7. If imported and privately Country of origin
Isolated Name and address of The | Reference No. Receipt
Foreign organization/Industry Copy
8. If bought from an international culture | Name and address of | Reference No. Receipt
collection centre (e.g. American Type | International Culture (Copy)
Culture Collection centre, European | Collection Centre
Culture Collections Organisation)
9. Material Transfer Agreement between | Yes (Copy) No
exporter/ foreign entity and importer/
manufacturer in India
10. If the organism has been genetically | Yes No
manipulated.
11. Any institutional bio safety mechanism
in place
12. Safety/Generally Recognized as Safe
status of the microbe: Export Country Co
National Regulator or appear on their Py
Generally Recognized as Safe list
(Name of the Regulatory Agency), or
Qualified Presumption of Safety
13. Declaration by the The undersigned verifies that all ingredients are approved for use

manufacturer or importer regarding
safety and end use

by the Export Country National Regulator or appear on their
Generally Recognized as Safe list (Name of the Regulatory
Agency), or Qualified Presumption of Safety and each product is
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intended for human consumption and is available for sale in the
country of origin without restriction.

Note: (1) Mention “not applicable” wherever necessary.

(2) All data documentary evidence provided by the applicant shall be from international peer reviewed
journals, international bodies including World Health Organization and Food and Agricultural
Organization. Only complete records or studies shall be provided.

Annexure A
Format for providing summary of data for safety
1. in-vitro data

Test System used Concentration used Biomarkers / | Observations | Laboratory
product (1.3) _per_formance (L5) name /
(1.1) ] indicators Reference
MleObes I Cell Negative Positive (14) ublication (lf
lines 7 organ | control | control ' P
culture / other test any)
system (specify) (1.6)
(1.2)
2. Summary of in-vivo safety (pre-clinical toxicology) investigations
] ) Study Observations/ Labor;;\tory
Material tested and their levels | Apimal _ Name
Species parameters | conclusions References or
@1 P Citations  (If
S. Test details publlshed)
No
Route Exposure | Duration
level/kg
body
weight*
1. Acute
toxicity
(2.2)
2. Long term
toxicity
(2.3)
3. Special
Tests
(specify)

* Basis for calculating the intended exposure level/kg/day/number of days in the animal/species selected.

Note: Food Business Operator need not to submit details of in-vitro data if in-vivo data is provided to the Food
Authority.
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Annexure -1

1. Description to provide summary of in-vitro data

1.1

1.2.

1.3.

1.4.

1.5.

1.6.

Describe the material tested, purity, in case of botanicals or biological material provides information on their
standardization / marker compounds tested / activity tested.

Provide information on bacteria, yeast or any other microbes against which testing was done including their
National Type Culture Collection Centre / Account Number / details of cell lines / details of organ culture or
tissue culture or any other system.

Provide information on Concentrations tested, negative and positive controls used in the experiments.

Provide information on what aspects were measured as outcome of the test. For example, IC50, cytotoxicity,
dye uptake or reduction in dye uptake, preventing rate of growth.

Give brief summary of the results obtained, comparison with controls, and any dose response relations
reported.

Provide complete reference of the publication. If the data is not published in peer reviewed journals, but
forms a study report give details of the report covering where the study was undertaken, name of the institute
or laboratory and its accreditation status and provide authenticated copy of the same. Provide full length
paper copy of the most important study only and give a commitment to provide copy of other publications
listed in the table when requested.

2. Safety studies: Provide justification on use of test material for normal human consumption.

2.1

2.2

2.3

Test compound profile and exposure level:

2.1.1  Describe the material tested for purity, in case of botanicals/ biological material /food / food
additives and colour additives along with their standardization / marker compounds tested.

2.1.2 Rationale for selecting the exposure level for experimental evaluation should be based on the
intended /day / duration in human. The test exposure level should be calculated by standard body
surface area method in laboratory animal selected.

2.1.3  Provide Rational for selecting the species.
2.1.4  Describe the rational for selected tests listed.

Acute toxicity: To determine toxic manifestations of the test substances preferably in two animals (mice,
rats/rabbits) exposed to test compound within 24-hours period.

2.2.1  The study must provide the safety of a test compound at an exposure limit of 2 g/kg or at least 10
times of the intended human exposure level and route.

2.2.2  The data should provide the observations on body weight gain, Toxic signs and the severity, onset,
progression and reversibility of the signs and mortality, if any, for 14 days after exposure of test
compound.

2.2.3  In case of mortality the Necropsy findings along with histopathological report be enclosed.

Long term toxicity: To determine toxic manifestations of the test substance in two animals (mice and
rats/rabbits) exposed to test material repeatedly as per the intended human use.

2.3.1  The study is required to be done with three exposure levels viz., Intended Human Exposure level
(Therapeutic Dose (TD)), Average (2.5/5 X TD), High (5/10 X TD), In addition, vehicle control
group should be included.

2.3.2  Dose level spacing should be designed to demonstrate a dose response and establish a no-observed-
adverse-effect-level (NOAEL)or other intended outcome of the study.

2.3.3  The data should provide the observations on Physical, physiological, food intake, body weight gain,
clinical-chemistry and haematology along with gross necropsy and histopathology of major and
targeted organs. In case of mortality the animals may be subjected to gross necropsy and
histopathology and a report may be enclosed.

2.3.4  In case the test material has a potential allergencity/mutagencity, the reports on special investigation
have to be enclosed.
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Annexure B

Format for providing summary of data for health benefit claims

1A. Summary of in-vitro data

Material | Microbes/Cell Concentrations Variables, biomarkers, Results Reference of
tested lines /organ | tested, negative | performance indicators | obtained publication
1) culture/ other test | and positive | evaluated/measured ©) ©)
system controls used 4)
) ®)

1. Describe the material tested, purity, in case of botanicals or biological material provides information on their

standardization / marker compounds tested / activity tested.

Provide information on bacteria, yeast or any other microbes against which testing was done including their
National Type Culture Collection Centre / account Number / details of cell lines / details of organ culture or
tissue culture or any other system.

Provide information on Concentrations tested, negative and positive controls used in the experiments.

Provide information on what aspects were measured as outcome of the test. For example, 1C50, cytotoxicity,
dye uptake or reduction in dye uptake, preventing rate of growth.

Give brief summary of the results obtained, comparison with controls, and any dose response relations
reported.

Provide complete reference of the publication. If the data is not published in peer reviewed journals, but
forms a study report give details of the report covering where the study was undertaken, name of the institute
or laboratory and its accreditation status and provide authenticated copy of the same. Provide full length
paper copy of the most important study only and give a commitment to provide copy of other publications
listed in the table when requested.

1B. Summary of in-vivo data

Material Laboratory Concentrations Variables, biomarkers, Results Reference of
tested animal tested, negative | performance indicators | obtained publication
used/knockout and positive | evaluated/measured
1) X ; (5) (6)
animals if wused/ | controls used (4)
isolated organ if ?)
used / any other
test system
)
1. Describe the material tested, purity, in case of botanicals or biological materials provide information on their

standardization/marker compounds tested/activity tested.

Provide information on laboratory animal, knockout animals, live or anesthetized / isolated active organ of
animals (isolated ileum, skin cultures, isolated heart as examples) or any other system.

Provide information on Concentrations tested, negative and positive controls used in the experiments.

Provide information on what aspects were measured as outcome of the test. For example, 1C50,
pharmacological activity measures, gene expression, specific protein uptake or regulation, biochemical
markers, toxicology markers.

Give brief summary of the results obtained, comparison with controls, and any dose response relations
reported.
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6. Provide complete reference of the publication. If the data is not published in peer reviewed journals, but

forms a study report give details of the report covering where the study was undertaken, name of the institute
or laboratory and its accreditation status and provide authenticated copy of the same. Provide full length
paper copy of the most important study only and give a commitment to provide copy of other publications
listed in the table when requested.

1C. Meta Analyses

S. Participants Interventions Comparison Outcome Pooled and | Specific
No. (age, sex, | (Specify  exact | (Specify  exact evaluated quarlmfled . citation with
condition, region | intervention comparison, resu Its _and | copy as
and other | used, number of | number of conclustons annexure
relevant) participants) participants)
Summary of individual clinical studies section/table can be omitted if good intervention meta-analysis is
available and summarized.
1D. Summary of human study data
Nature Material Nature of Design | Inclusion | Duration | Variables Results Reference
of study tested volunteers/ | of study | exclusion | of study | measured | obtained of
1) and their subjects / andn criteria (6) @ ®) publication
levels (2) | population/ =? (5) 9)
patients 4)
3

1. Describe briefly the nature of study namely — open label, intervention study, randomization, blinding or
population study or diet and outcome surveys or epidemiological data collection and analyses.

2. Provide information on Concentrations tested, negative and positive controls used in the experiments.

3.  Give brief information on nature of subjects / volunteers / patients involved in the study. For example,
normal healthy volunteers, pre-diabetics, mild to moderate hypertensive patients, volunteers with
specified Body Mass Index etc.

4. Give brief summary of the design of the study like matched panels, groups involved, cross over design,
superiority study, addition study. State the number of volunteers or subjects or population or patients in
each group giving details of number screened, number enrolled, number whose data is available, number
drop outs. Also state the statistical analyses of the data reported and test of significance. Also provide
approval status of the study by Department Review Board / Ethics Committee, adoption of informed
consent.

5. List the inclusion and exclusion criteria.

6. State duration of the study — study period, duration of intervention, wash out period if any and period of
observation post stoppage of intervention.

7. Provide information on what aspects and variables were measured as outcome of the study. For
example, pharmacological activity measures, biochemical markers, physiological parameters measured
using instrumental technics like Electroencephalogram, Treadmill Test, echo, bone density, image
analyzers etc. Provide information on adverse reactions and safety aspects evaluated including quality of
life measurements and reported in the study. Specifically, state if the study does not report the safety or
adverse reactions or no mention is made of this aspect. If any of the study provided in this summary
table covers a Cochrane review or a meta analyses review provide summary of the same.

8. Give brief summary of the results obtained, comparison with controls, and any dose response relations

reported. Provide information on adverse reactions and safety aspects evaluated including quality of life
measurements and reported in the study. Specifically, state if the study does not report the safety or
adverse reactions or no mention is made of this aspect.
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9. Provide complete reference of the publication. If the data is not published in peer reviewed journals, but
forms a study report give details of the report covering where the study was undertaken, name of the
institute or laboratory and its accreditation status and provide authenticated copy of the same. Provide
full length paper copy of the most important study only and give a commitment to provide copy of other
publications listed in the table when requested.

2. Summary of claim support data for claims pertaining to performance or technological advantages or consumer
convenience and other claims which are not health benefit. The following type of claim statement provide
examples of claims covered under 2.

2.1 Claims pertaining to bioavailability.

2.2 Comparative content claims.

2.3 Stability or reduction in degradation during cooking or processing.

2.4 Claims related to adherence or sticking of cooking medium to the food processed.
2.5 Retention of aroma or taste.

2.6 Others, not covered above.

For the above claims appropriate scientific supporting data or documentation should be provided. In case of 2.1 details
of the bioavailability study or bioequivalence study or comparative bioavailability study performed or reported in
published scientific literatures or unpublished scientific study report. Provide detailed references and copies. In case of
2.2 results of analyses of relevant samples using validated analytical techniques conducted by an accredited laboratory
would be required. Similar data would apply to claims belonging to 2.3 to 2.5. Focus would be on the scientific
validity of the methods employed, expertise of the institution where study was conducted, and application of
satisfactory statistical involvement.

3. For any of the claims under 1 or 2 above if any Intellectual Property Rights (IPR) exists provide the nature of the
IPR with a commitment to provide copies of the same if demanded. For any of the claims under 1 or 2 above if claim
support data includes regulatory approvals granted specifically or notified in regulations in other nations provide
information in a summary table. In case of specific approvals granted state the same and authenticated copies of the
same. For example, Generally Recognized As Safe listing or ingredients / product / claim approval received by the
FBO or applicant.”

FORM-I1
(See sub-regulation (6) of regulation 4)
(Approval/Rejection)

Application No:

Date of application:

Name of organisation:

Name of the applicant:

Registered office address:

Authorised person:

Name of the food product:

Product category:
Composition:
Ingredients Food Additives
Name INS No Limits (GMP or
mg/Kg)

Application status: Approved/Rejected.
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1. Conditions for approval:
2. Reasons for rejection, if any:

(Authorised Signatory)

S. GOPALAKRISHNAN, Chief Executive Officer
[ADVT.-11/4/Exty./328/2022-23]

Note : The principal regulations were published in the Gazette of India, Extraordinary, Part Ill, Section 4, vide
notification number F. No. 12/PA Regulation/Dir (PA)/FSSAI-2016, dated the 11th September, 2017.

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054. MANOJ KUMAR
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