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%1, §. 9. 15025/208/2013-fiu/uhuauausns. —arer LT AT {HE (FT IATE JHH A G ITHAST)
aff=m, 2011 &7 7 "errgw w3 & forw, wfawy et w1 Feffaa s, st e qear i 9@ grreswr
FeRIT AL F I3 ATHIGT o, G AT 3T A1 ATefaaw, 2006 (2006 FT 34) FiT 92T 16 F a1 If5T 17 92 HiY
ST (2) F TE (F) FIT YT ATHIT HT TN Fd U a1 HT T Fdl &, 39 THT ATHIT 6l SRS & o
IFT ITATT (1) FT ATATTATE TR 6T S1ar 8, e 399 warfaa g &t §91a9T1 g oY I8 31 &f A1t g
I yTea fafaast o 39 aria &, e 39 e i wfoad, Sed a7 sfeegEear sy £ S g, S9ar &

I FAT AT SATAT &, A1 (A1 01 Srafer s qariH % verq o= By s ;
TS AT AT, AT IS 2, G FRARRET ATAHE, TS @rer qee AT qresh Trideweor, arer A siafy

TITEA Fa, FledT UE, 75 Goctl-110002 T T ST Tl |

d WTeT fafaast  dae # foret ==af=n &y swerat ofiw gt o AfAtEe sate & saame & 9@ arer srrewor
g fe=Te foRaT ST

ey R

1. (1) = fF==t #iv |@fera 99 9 qea7 &Y 99F (T 31T /S A @i 9g4rsy) (Fearee) A,
201521

2. G qL&AT 3T AT (AT 3cATE {9 3T @rer ggarsa) faftaaw, 2011 # .-

(F) "FEw wegE" ¥ gataq fAfaaw 3.1.3 @ 37 fAfF=w (5) F qe=q Muafotaa su-faffaw saenfia B
STTURTT, i

"(6) A=-utfRew AYLF HT SUANT,- A= &1 T AN F & (2) F (0T JT-1{Ceh TELLF FT ITANT Fad &+ (3)
H T =i # o w9 (4) § 0T ST & A wraATS § AT 29 AAIwi § siqfaee IS F AqA & AT AT
T
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Treoft
T . v diftesd deaF | @rer Jt fehaw w7
T ITATT (Frefroma/fererrams) - (=TT
qHAI)
(1) (2) (3) 4)
1 LAIER I AT AL AT 200
TRETEE
T areTid S9ed (mEEhe gefifad S=e, & | 330
Zrfv
TAETTE 200
e L 200
AFTEAHFT T AT GUT (T AHIE 1) 200
ATTHAATATS AT T T 270
S, ST, ATHTEE 360
T % forT F=TT AT 350
FTATAFHT ST 200
aree S a1 200 ({Aed & TeaTq At
IqTE #
REAL 3500

Tiq g oY % T wiwEree 1 U 2aee F 9§ a9 o0 9giE & w9 # A 9 qe e
aff=w 3.1.3 & su-fEfaaw (1) F T2 11 % T8¢ s § ava e a1 e & arr afq |1 ofermy &
e aaqe 7 fafermy siafdce g asm" |

(@) "@Ter AfASAT & gEET § gatgq Afaaw 3.2 9 Iu-fAfraw 3.2.1 F qemq Awfofug su-fAafaw
e efud foaT ST, srata-

"3.2.2 HETH:- ATHALAT & a7 AT TeTHT & o 719 =9 T & -

(1) e seftwraTge e & goaT daT qTSS, FeEid AT gohl AT T8 | qhrsr § 200-300 UM 7T | 39
ICATE I T AT TATSTSATHT FErwT % Teai & ArHsred 6T SITar § | Iedl & T8 S & [Aehiva 6ar Srar g & e
frewur &7 AT WiiEETEE G9ed F G Fw ITed FI 6 [ofU UF USHedd ¥ [ART STaT g | Lo
THAHIEATEE FT qFT FIA % (o0 UF AIdqH Uehlgd § €T AT g oY 312 A HAFTT qT TFRSAH I o I
freeetta foraT SITaT § AT U= YIS T ITANT LEHI0T ARar § ham ST dhar g | sifa| 3eare & ' g[iehd
T s o | HifegrETee o RasfRaETse A §9ed WiwErse 39 HgF TUeH & HI0 o7 2 #f a5 ¢ |
Tgdg Wiames # fasRamse ft, Rasftames C, Rasftames D, RastamEs uF, seamrEs A,
FATHIETES ST ST arararse S aremeoradr e€fagre qhraree ft Afafaat & ©faameres ar fasfeamres

A & 7 w97 97 fo=re T g 2 |

EEIEIRT ArEUATH H. 960

REIRIEEIRIE] TAfEETEE: 13-[(2-0-B-D TR MATATETEA-B
T ATALATETSA) AT FIT -16 TUT 18 AATSHT 7 - D- TR MATAATHIZA
ESTEy
farfeamET=s A: 13- [2(0- B -D T MEAEES-3-31- B- D WA € s - B-
D T MITIATHTEA) AT | F12-16-S0A-18-ATEHT FA- B- D TR ATaLA AT
Bk

A 98 4= faararse C-3s Heo O1s:
faTsfeamETzs A: C-44 Hro O3,

A A fagaTse 804.88  frarsfEamTze A:967.03
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FeAsfterar ST § qAFT &9 F gAqefer

LI ERIGIECE K

fasftamrEz A

FARLHERMT H g =<8 w1 qwa f@fa & gfear &1 ifeasse o
farsfRamTEs A T Sar w2 YT it AT 2 |

pH 4.5 37 7.0 (100 =rerent & & 1) F &=

LEAT

Tt HE sferora & arfaes T2t

LEHT T THETT 6 wiaera & srfer =1 (105 =34t 2h)

FATAT ATAH HAATA 200 UHSH/FSTT & ATF q81 3T TAAT 5000 UHSA/FHSfT & 7w qgh
(HITe 1 G 4 |, 1T A fet, wraf=e goes, aforse araes

ERIEED 1 THSH/ARST & rfers 92T
ATV AT ZIESTSS TR GIET AT (TLEAT JATE F: 6 o f&fer 11
(FTHAT) ATAF)

T 1 THSH/RST & fe T8t

fafafdce #ax & o0 ITgFa AAS/ICP-AES T&dis &l ITANT Fileh AFLTHA |
THAT AT AT THAT T F A1 fafer @2 4 ("arameor &fem, garfcas seEard
F arefiT) & afora RRrgial e v swerhd gr Fahm”)|"

(foToR-111/4/3771./187-311 /14]
feoqur : g= fAfF=w wa % a5, sETeTr, 9 I, @ 4 § Steg=er |, 2-15015/30/2010 a1 enred, 2011
FTT YT R0 0 o 3T ST qeaTaadt genas fAafortad stfamg=eT seist g B w@-
1. T, . 4/15015/30/2011 qT¢1@ 7 [, 2013 |
2. 1. ¥ d1.15014/2011-fruwu/uhuauauars, aE 27 57, 2013 |
3. ®I. . 5/15015/30/2012 aTt@ 12 1%, 2013 |
4. w1 ", 1.15025/262/2013-f0/wwuaUaTas, 5, f3wew, 2014

MINISTRY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Authority of India)
NOTIFICATION
New Delhi, the 6th February, 2015

F. No P. 15025/208/2013-PA/FSSAIL.—The following draft of certain regulations further to amend the Food
Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011, which the Food Safety and
Standards Authority of India proposes to make with the previous approval of Central Government, in exercise of the
powers conferred by clause (e) of sub-section (2) of section 92 read with section 16 of the Food Safety and Standards
Act, 2006 (34 of 2006), hereby publishes as required by 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 thirty days from the date on which the copies of the Official 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, Food and Drug Administration Bhawan, Kotla Road, New Delhi-110002;

Any objections or suggestions, which may be received from any person with respect to the said draft regulation
before the expiry of the period so specified, shall be considered by the Food Authority.
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Draft regulations

1. (1) These regulations may be called the Food Safety and Standards (Food Products Standards and Food Additives)
(Amendment) Regulations, 2015.

2. In the Food Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011,-

(a) in regulation 3.1.3 relating to “Artificial Sweetener”, after sub regulation (5), the following sub-regulation shall be
inserted, namely:-

“(6) Use of Non Nutritive Sweetener.—The non nutritive sweetener mentioned in column (2) of the Table below
may be used only in the food articles mentioned in column (3) and in quantities not exceeding the limits mentioned in
column (4) and as per the provisions contained in these regulations:

TABLE
S1.No. Name of non-nutritive Articles of food Maximum level (mg/kg)
sweetener (steviol equivalent)
€)) ©) 3) “)
1 Steviol Glycoside Dairy based drinks flavored 200

Dairy based desserts (ice-cream, frozen desserts, | 330
cream toppings)

Yoghurt 200

Fruit Nectars 200

Non carbonated water based beverages (non | 200

alcoholic)

Ice Lollies or edible Ice 270

Jams, Jellies, Marmalades. 360

Ready to eat cereals 350

Carbonated water 200

Soft drink concentrate 200 (in the final product
after reconstitution)

Chewing gum 3500

Provided further that the Steviol Glycoside may be marketed as table top sweetener in tablet form which may contain
seven mg as Steviol equivalent per 100 mg with carrier or filler as mentioned in the second proviso of Explanation II of
sub-regulation (1) of regulation 3.1.3”.

(b) In regulation 3.2 relating to “Standards of food additives”, after sub-regulation 3.2.1 the following sub-regulation
shall be inserted, namely:-

“3.2.2 Sweetener:- The standards for various sweeteners with characteristics are —

(1) Steviol Glycoside- White to light yellow powder, odorless or having a slight characteristic odor. About 200 - 300
times sweeter than sucrose. The product is obtained from the leaves of stevia rebaudiana bertoni. The leaves are
extracted with hot water and the aqueous extract is passed through an adsorption resin to trap and concentrate the
component steviol glycosides. The resin is washed with a solvent alcohol to release the glycosides and the product is re-
crystallized from methanol or aqueous ethanol. Ion exchange resins may be used in the purification process. The final
product may be spray-dried. Stevioside and rebaudioside A are the component glycosides of principal interest for their
sweetening property. Associated glycosides include rebaudioside B, rebaudioside C, rebaudioside D, rebaudioside F,
dulcoside A, rubusoside and steviolbioside which are generally present in preparations of steviol glycosides at levels
lower than stevioside or rebaudioside A.

Synonyms INS no. 960.

Chemical name Stevioside:13-[(2-O-B-D-glucopyranosyl- glucopyranosyl)oxy] kaur-16-en-18-
oic acid, B-D-glucopyranosyl ester.

Rebaudioside A: 13-[(2-O-B-D-glucopyranosyl-3-O-3-D-glucopyranosyl-f-D-
glucopyranosyl)oxy]kaur-16-en-18-oic acid, B-D-glucopyranosyl ester.

Empirical formula Stevioside: C3gHgoO15
Rebaudioside A: C44H79053

Formula weight Stevioside: 804.88
Rebaudioside A: 967.03.
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Solubility

pH

PURITY
Total ash

Loss on drying

Residual solvents

Arsenic

Lead

Freely soluble in water
Stevioside and
rebaudioside A

The main peak in the chromatogram obtained by following the procedure in
Method of Assay corresponds to either stevioside or rebaudioside A.

Between 4.5 and 7.0 (1 in 100 solution).

Not more than per cent.
Not more than 6 per cent (105°, 2h).

Not more than 200 mg/kg methanol and not more than 5000 mg/kg ethanol
(Method I'in Vol. 4, General Methods, Organic Components, Residual Solvents).

Not more than 1 mg/kg
Determine by the atomic absorption hydride technique (Use Method II to prepare
the test (sample) solution).

Not more than 1 mg/kg
Determine using an AAS/ICP-AES technique appropriate to the specified level.
The selection of sample size and method of sample preparation may be based on
the principles of the methods described in Vol. 4 (under “General Methods,
Metallic Impurities™).”

YUDHVIR SINGH MALIK, Chief Executive Officer
[ADVT. lII/4/Exty./187-0/14]

Note: - The principal regulations were published in the Gazette of India, Extraordinary, Part III, Section 4, vide
notification number F. No: 2-15015/30/2010, dated 1st August, 2010 and subsequently amended vide notification

numbers:

(i) F.No. 4/15015/30/2011, dated the 7th June, 2013.

(i1) F.No. P.15014/1/2011-PFA/FSSAI, dated the 27th June, 2013
(ii1)F.No. 5/15015/30/2012, dated the 12th July, 2013 and

(iv)F.No. P.15025/262/13-PA/FSSAI dated the 5th, December, 2014
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