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AT T AT S HTHH T

srfergET
T faedt, 6 Rrawav, 2021

W H. 1-egd/mad-05/& (Reregfeaed-02)—ara AT Y AHE  (FATET I,
e feded, AT AT SN 2 @r™, oy iR s+ g @&, FAEEE are S a9
grer) afF=w, 2016 # 3T aNr Herrge, ST AT @Te qeT i 919® AT, 65 98 &
TATHHIEA &, QT AT S 7T Aterf=ad, 2006 (2006 T T&qiw 34) Fl a7 22 FF I7-41T (1) F
AT IS T 92 T IT-LTT (2) F T () FIT Taed ARRIT HT TR FId g HIAT ATl 8, FIA o o
= A=t #7 wEtar To9 gartad g qe arer a9t srier i gEer & forg sea aferfaae f ey 92
T IT-8TT (1) 3T STAEAT o STTATT AL THRI1AT FAT & AT TAGERT AMeH {&AT S1av 8 6 39 warar
et ow 39 At & 91 fe=t it srafe garea g % are o= T s, S [+ 29 st
T THRTTAT LA a7l TTT 6T TAAT TAaT T ST FLT2 AT

T3 FIE SIRT AT TATT BT AT IH T FIAFT ATAFTL, ATLAT QTN FLAT ST ATHF ATIFT,
TESIT 9o, Fledr US, 75 fRocil-110002 FT 4T regulation@fssai.gov.in 9% -He & FT ST
Tl Bl

I wetar fAfaaat & e 7 st @ 38 v fRgiha fafr o grea st st gamat
U WTEATT @I qRAT 3T /I TTreraReor greT o= o sroam)

4939 GI1/2021 1)
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FIEERTIERE:

1. (1) =9 EfF=ET 1 @ gear oY 7 (T aquiE, eregiched, [T erid ST g
g, 9w T YIS gq @1, FAFRT G 37 a9 @rer) Feree [A=aw, 2021 F37 1
EETIE]

(2) T TTTS § TR TR Y G109 F T9d g

2. T LA 3T qHF (FATET T, ~qeregiched, T s ST gq @re, [aw Fihei
TSI g @1, FAFRRT @Te T a0 @ran) A=, 2016 #,-

() faf=m 9 % su-faff=w 1 ¥ = (i) it sve foie g SreT STowm, sraiq-
“Fargry et ST 3 AT ®§ A 9 FA % o0 ST qeE e i g W a7 9| &
o fererwe: G @rer antaer gem Ay fefc s S=s g @rer § ATieeIer i qaiqard |
oo Fare vae F forg snarfa @rer oft enfee @ gar 21 UH SqHIET & Tegh @re
FRIEATT ATHET @I AT 3T 79 (-[ATEee @ & 9rer g9ehi o1 qqdreq) [,
2017 & ALETE A1

(%) STLAT-1 F,—
(i) “wrfer® T’ & Safed 7 99dT & (14) F 909 Hidaq §e37 (3) 37 (4) FT AS@Er grars=w

& A= AeATeriad Tt TSt STusf, v, -

“(ii) | (6TH)-5-ATACETRIZS I TS, [AHIGHIT Aq0T”

(i) ‘Ffeeraw & Hafaq w7 G@3T @ (1) & 8T Hiaq (4) § TAMA "G T HoTTT (THT
Fopl2ed) 1 Sire feterierd Jrelt Tt ST, -

“SaTe, AT HigE dfgd, ¥ HfcarTH”

(3T) ST 11 T STe e Teriad st Tt STustT, srefid:-

ATAT-11
[+ fafa=w 3(13), 4(2), 6(2)(1), 7(2)(1), 8(2)(i) 3T 9(2)(i)]
TRAAT TRt ST o 919 qcat it gt
% | ufdAroRe
i L-Rerea i. L-meqrfea ufere
ji. | L-REAeTEA g EEe iv. | L-smfomETes L-uEarée
v. | L-smEEregtee vi. | L-famree
vii. L-s=H I (4 gTEg e viii. L-TaraTsT
ix. |L-ogfae X. L-TrATeuaTeT
xi. | L-gREa grEgaanTee xi. | L-fEE
Xiii. | L-Amstee xiv. | L-FMeRERRg e
xv. | LA g aaRIEe xvi. | L-gJmaeEmEa
xvii. | L-Ffrrmre xviii. | L-sfmETEa
xix. | L-foede xx. | L-fTeerem
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xxi. | L-Fede gregeeee xxii. | L-Sres
xxiii. | L-=wrfeersT XXiv. L-amrforeTeA HESIERIRES
XXV. | L-FTHeTeagEg s XXvi. | L-Srefe
xxvii. | L--qetae e xxviii. | L-ATf8 LTqeTHe eT5ge
XXix. | L —feToeT XXX. | L-8¥fer L-uEarée
Xxxi. | L-Temsfae xxxii. | L-hfeery Liqerie
xxxiii. | L-AT3fae ufEee XXxiv. | L-9TeTfOa® L-ieerie
xxxv. | N-ufgfea L-frede XxXxvi. | L-#TfEArss aeee
xxxvii. | N-ufafee L-afaemmme XXxviii. | L-aTers
XXXiX. | L-afrfeemes xl. | L
xli. | L-3nfames AgEgeaEs xlii. | L-Te(I FARIES
xliii. | L-emefar L-wearss xliv. | Lol aese
xlv | L-fagames xlvi. | L-87TeT
xlvii. | L-RTA gTegiee 2ee xIviii. | ATAT-SAARES (S9ET- AATH)
xlix. | AT ST
g, | g AaeEs
. UIRATETET 5-HATHI€he (TUHTT) i TTEAISTR T 5-HFRIERe ATee
ji. | ATsfeeTeA 5-ATRITRe (FuadY) iv. | STEAEISTH TEMETET 5-HHh €he dTee
V. | EEETET 5-HH R ERE (SToadT) vi. | STEEIRIH AEAETEA 5-HIHIHIEhe HToT
vii. | STEETETES 5-HIHTHRERS (ATSUET)

feroquft.- ofeeT et % ST ST siv fster w91, aar ufiear vfiEt F gregmanes, aieaw,
I TETIAH STa00 7 TAET 6T ST HoheT 31 UF WAt § @rer wrEr ariesrr i ferfea ¥ i
| ITTAFHTT o S T T HLATAT T SATA LT LT SST/LAAT TEIA FLAT g

() ATV F #,-
() FH GEAT 63 F I HIH (2) F Widedorgeuwe (gdm)” af&ate i swe Fefotea
“qiferereae ()’
(i) w9 HEaT 86 3T IHY Hatdq WEATEAT ® a Awmfofag 77 " v gfafE ey

“87 | AT U AT Herfifarse | - | 1%”

(%) FTEHT VIt 77 "edr 30 e I9H Hefgq gfafeat & are Mefatad arnt STt o, i,
“31 | affrer e
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(=) AT VI T F7 FeaT 13 S 399 gaferd watei % are Aeatated areeft ey STosfy, s
“14 | T[T T A (AR & F T AT TAT HT =)

&7 TRreret, qeT FATT AfeaTr
[Far=Tae-111/4/378T./1234/2021]

feoqeft © = RAfFEw 9a F a9, sErgw, 9w A, @ 4§ SAfeREEr g W ', 1-4/
T fehed/TRTHUHTTE-2013, fami® 23 faway, 2016 grer i o o

FOOD SAFETY AND STANDARDS AUTHORITY OF INDIA
NOTIFICATION
New Delhi, the 6th September, 2021

F. No. Stds/SP-05/T (Nutraceuticals-02).—The draft regulations further to amend the Food Safety
and Standards (Health Supplements, Nutraceuticals, Food for Special Dietary Use, Food for Special
Medical Purpose, Functional Foods and Novel Foods) Regulations, 2016, which the Food Safety and
Standards Authority of India proposes to make with previous approval of the Central Government, in
exercise of the powers conferred by clause (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 as required under
sub-section (1) of section 92 of the said Act for the information of all persons likely to be affected thereby,
and notice is hereby given that the said draft regulations shall be taken into consideration after the expiry of
the period of sixty days from the date on which copies of the Gazette 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 Bhawan, Kotla Road, New Delhi- 110002 or may be sent by e-mail
at requlation@fssai.gov.in;

Obijections or suggestions which may be received with respect to the said draft regulations within
the period specified above shall be considered by the Food Safety and Standards Authority of India.

Draft Regulations

1. (1) These regulations may be called Food Safety and Standards (Health Supplements, Nutraceuticals,
Food for Special Dietary Use, Food for Special Medical Purpose, Functional Foods and Novel Foods)
Amendment Regulations, 2021.

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

2. In the Food Safety and Standards (Health Supplements, Nutraceuticals, Food for Special Dietary Use,
Food for Special Medical Purpose, Functional Foods and Novel Foods) Regulations, 2016,

(@) inregulation 9, for clause (i) of the sub-regulation 1, following shall be substituted, namely,-

“Food for special medical purpose shall include food specially prepared for weight reduction and
intended as total replacement of normal diet. Food for special medical purpose may also include
Foods intended for Special Diagnostic Purpose with the prior approval of the Authority. Food
Business Operator seeking such approval shall take approval of the Authority in accordance with
Food Safety and Standards (Approval of non-specified food and food ingredients) Regulations,
2017.”

(b) in Schedule I,-
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(i) against serial number A(14) related to ‘Folic acid’, below the existing entries at column (3) and
(4), following shall be inserted, namely;-

“(ii) (6S)-5-methyltetrahydrofolic acid, glucosamine salt”

(i1) against serial number B(1) related to ‘Calcium’, for the entry ‘Calcium from algal source
(Alguscalcarius)’ in column (4), following shall be substituted, namely;-

“Calcium from algae including red seaweed”

(c) for Schedule 11, following schedule shall be substituted, namely,-
Schedule - 11
[See regulations 3.(13), 4.(2), 6.(2)(i), 7.(2)(i), 8.(2)(i) and 9.(2)(i)]
List of amino acids and other nutrients

A Amino Acids

I. L-Histidine ii. L-Aspartic acid

iii. L-Histidine hydrochloride iv. L-Arginine L-aspartate

V. L-Isoleucine Vi. L-Threonine

Vii. L-Isoleucine hydrochloride viii. L- Alanine

iX. L-Leucine X. L-Phenylalanine

Xi. L-Leucine hydrochloride Xii. L-Cystine

Xiii. L-Lysine Xiv. L-Cystinedihydrochloride
XV. L-Lysine hydrochloride XVi. L-Tyrosine

XVil. L-Methionine Xviii. L-Arginine

XiX. L-Cysteine XX. L-Tryptophan

XXI. L-Cysteine hydrochloride XXil. L-Valine

XXiil. L-Carnitine XXV, L-Arginine hydrochloride
XXV. L-Carnitine hydrochloride XXVi. L- Proline

XXVil. L-Glutamic acid xxviii. | L-LysineL-glutamate dihydrate
XXiX. L-Glutamine XXX. Magnesium L- aspartate
XXXI. Glycine XXXil. Calcium L- glutamate
xxxiii. | L-Lysine acetate Xxxiv. | Potassium L- glutamate
XXXV. N-Acetyl L-cysteine Xxxvi. | L-Carnitine tartrate
xxxvii. | N-Acetyl L-methionine xxxviii. | Taurine

XXXiX. L- Ornithine xl. Choline

xli. L-Ornithine monohydrochloride xlii. Choline chloride

xliii. L-Lysine L-Aspartate xliv. Choline citrate

xlv. L-Citrulline xlvi. L-Serine

xlvii. Choline hydrogen tartrate xlviii. Myo-Inositol (=meso-Inositol)
xlix. Choline bitartrate
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B. Nucleotides

i. Adenosine 5-monophosphate (AMP) ii. Disodium Uridine 5-monophosphate salt

iii. Cytidine 5-monophosphate (CMP) iv. Disodium Guanosine 5-mono phosphate
salt

V. Guanosine 5-monophosphate (GMP) Vi. Disodium Inosine 5-monophosphate salt

Vii. Inosine 5-monophosphate (IMP)

Note.- Suitable hydrated and anhydrous forms of amino acids, and the hydrochloride, sodium, and potassium
salts of amino acids may be used. In such cases, Food Business Operators shall notify in writing to the
Authority. Food Business Operators shall be required to submit additional safety data/information when
requested by the Authority.

(d) in Schedule VF,

(i) against the serial number 63 for the entry “Sorbitanoleate esters (Tweens)”, in column (2),
following entry shall be substituted, namely,-

“Polysorbates (Tweens)”

(ii) after the serial number 86 and the entries relating thereto, the following serial number and entry
shall be inserted, namely,-

“87 Magnesium alumina metasilicate - 1%

(e) in Schedule VII, after the serial number 30 and the entries relating thereto, the following shall be
inserted, namely,-

“31. Bacillus indicus”

(f) in Schedule VIII, after the serial number 13 and the entries relating thereto, the following shall be
inserted, namely,-

“14. | Guar gum derivative (partially hydrolysed guar gum)”

ARUN SINGHAL, Chief Executive Officer
[ADVT.-111/4/Exty./234/2021]

Note : The principal regulations were published in the Gazette of India, Extraordinary, Part Ill, Section 4,
vide notification number F. No. 1-4/Nutraceutical/[FSSAI-2013, dated the 23rd December, 2016.
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