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wreey AR IRAR Femr dAey
(AT TTer AT 3R AT i)
FftrgET
¢ faeedt, 28 1, 2016
BE. 1-120(2)/AT/fH O/ ThuaTaTaATE-2015.- G AT T A1 (ThiSRT 3w aartenT) fafam, 2011 =1
T Terree Fw % forw wfaa fAafaaet w1 At srew, S s arer gear i s Sries, ST qaee
% qd AqHIEA |, GT AT 37 719 srfarfa=rd, 2006 (2006 FT 34) FT &2 23 & A7 Ufed gmeT 92 F ITeTT (1)
AT ITYTT (2) & T () FT TaT ATHAT F AR FIAT g0 FAT FHT T6qTd FAT &, IFT Afas i gy 92 #ir
STETT (1) T sTreATgaTe, 39 it iRt it sraart % forg yartora G strar g, S sa& yarfaa g i dwraar
g, T 77 FEAT & ot 2 3w wrew Attt v sw arde |/, e 39 s f gfaat, e ag sifegEer
ST T STAT &, STAAT T ITAs FT &1 AT &, A1 f37 i srafer i garfa F warq = B s ;
AT AT T T8 IF ©F F GAAT AT AT AT, TR FI &, T&A FATTAT TAHT, TAT Frer FLaT
ST AT TTTEHL0T, @ AT AT T 7a, FHiear U, 75 f&eeii-110002 FT | ST FH |

AT Y gATT 3FT Y= FAfAzwt F day § Bt sate 7 o =0 v @fAfEy sate & saam & o yreg g
HAHAT GTRT AT rReor g1 fer=me R s

sy Rt
1. (1) == FAf==T &1 Sterg 919 @rer gear si7 A1 (TR0 ST safenT) gerreae FfFaw, 2016 81
(2) 7 fafe=a Trorr ®§ e sifaw sehrer it A 7 St g |
2. GT=T AT AT qTaF (THRT 37 Farten) f&faem, 2011 F &=y 2.4 §—

() "FER T T IR Sae ST § geted 39 Aty 2.4.4 #7 v BT S ;
(@) s IeuTe Y fafAfdee dae e dadt st & gafed su-fAfaaw 2.4.5 #7 2.4.4 F w7 § g HEA{ T
3 ST

TAT SIAT, WA FIAATAT ATTHIN
[Rmm- 111/4/311./45]
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feoqur: g e wea & oo, srEraTr, 9wl @ 4 F srfeeEET @edid wE.2-15015/30/2010, aTE 1
T, 2011 ZTRT TARTT fT 1w o Soe weaTq At srfesg=er &, gy ey B Tu;

1. &1, 9. 4/15015/30/2011 ari@ 7 S, 2013;
2. 7. ¥, f1.15014/1/2011-frusku/usuauausrs, arie 27 57, 2013; 7
3. W 1-831/uHHiers. 9-Ad/uRuauauers, arie 17 w4a<, 2015 |

MINISTRY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Authority of India)
NOTIFICATION
New Delhi, the 28th April, 2016

F.No.1-120(2)/Standards/Irradiation/FSSAI-2015.- The following draft of certain regulations to further to
amend the Food Safety and Standards (Packaging and Labelling) Regulations, 2011, 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 sub-section (1) and clause (k) of sub-section (2) of section 92 read with section 23 of the Food
Safety and Standards Act, 2006 (34 of 2006) is hereby published as required by the said 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 the copies
of the Official Gazette in which this notification is published are made available to the public;

Objections or suggestions, if any, duly supported by scientific evidence, 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;

The objections and suggestions, which may be received from any person with respect to the said draft regulations before
the expiry of the period so specified, will be considered by the Food Authority.

Draft regulations

1.(1) These regulations may be called the Food Safety and Standards (Packaging and Labelling) Amendment
Regulations, 2016.

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

2. In the Food Safety and Standards (Packaging and Labelling) Regulations, 2011, in regulation 2.4 -

(a) Sub-regulation 2.4.4 relating to “Labelling of Irradiated Food” shall be omitted;

(b) the Sub-regulation 2.4.5 relating to “Specific Labelling Requirements of other Products” shall be re-numbered
as 2.4.4.

PAWAN AGARWAL, Chief Executive Officer

[ADVT.-III/4/Exty./45]
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 the 1st August, 2011 and subsequently amended vide notification
numbers:

@) F.No. 4/15015/30/2011, dated the 7th June, 2013;
(i) F.No. P.15014/1/2011-PFA/FSSAI, dated the 27th June, 2013; and
(iii) F.No. 1-831/Sci.Pan-Noti/FSSAI, 2012 dated 17th February, 2015.
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Ffg=ET
% faeeft, 28 =¥, 2016

B, 1-120(1)/w/fF O/ ThTaTaTErE-2015.- G LAT AT AT (T ST ATHH T GTe 9gasT)
fafam, 2011 =7 =iw et w0 % forw wfawy Attt w1 Fe=fefea sy, &, awdtT arer geer =i a@=
STFAF0T, e AT & Td SATHIET o, GTer geaT i 7 i, 2006 (2006 T 34) it &7 16 % |12 7hod
1T 92 T ITLTT (2) F T (F) FTT T&T ATHAT T TART FIA T AT T TEq1T FAT &, ST 92 FHT ITemr (1) Fit
FUATTATE 3T T ATHAT T TEFET % o0 gawrierd & sar g, e 399 w9qrfEa g i G9mEEr g 67 78
ToaT &F St & T 36 e At o 9w arfe #@, Seer 3w werer £ wfhat, Sad ag afigEEr v i
ST &, STHAT T SUerse FT &7 STt &, 973 {37 & srafer & qurtay % warq e G s ;

AT AT T T8 IF €9 F GAAT AT AT AT, TR HIS &, TeA FATTAT TAHT, TAT Frer FLar
AT WTe YTTAHTT, GTer AT AT TATHA AT, FleaT e, 75 faeett-110002 T FST ST T |

AT Y gATT 3FT W=7 FAfAzwt & day § Bt =ate 7 o =0 v @RSy st & saam & o g 2
HAHAT G AT raReor g1 fer=me R s

sy Rt
1. = fafaaat 7 |ferm ara @rer geaT i AT ([T IeATE "’ Y @ "gArsy) gerree faftae, 2016 € |
2. 7 fafae 79 oo # 9% Sfaw v i i & v g |

3. G GLAT 7 9T (FTH IS A9 T @1 qgareq) fAf==m, 2011 # "arer fFFom & "@«feq @ 2.13 %
w1 9¥ fAeferfera fafaer war s, sratq--

2.13 grer it RAfFr wwer

2.13:1: fafFor &t 7= -

(1) IufafaaT 2.13.1, F @ (2) ¥ FASTSTAT & fFam, wre o @rer Fr fafhr gy s6eha 981 g |

) Fr=r & S mreoft 1 s wreft 2 § fafAfde At ywewor & for sea wr off mer awg e swer
& A ST qrorat § fatataee g & srtdes fafeor i /s a8t w9 |

it 1: g@rer Iaret it Sft s fafwcor afamr f am=r

ot T T TS AT FHeftars (T 3)
AW EIDETE)
1 2 3 4 5
STt 1 T, T Y T =AY qAT | FHLT TFHAT 0.02 0.2
RESIE]
ot 2 AT e AT FooiT (A0 1% | T F IheAT 0.2 1.0
EIRIRE) ez 0.2 1.0
AeHATE faEaTe 1.0 2.5
FTANA IR | 0.1 1.0
FEAT
Ioft 3 I T I W IaTE | FeEwE 0.25 1.0
TAGH T IAh WIS IeqTE
fifta %o, faoes, @
% AT ITF IATS
ATEHITIAT AT &1 | 1.5 5.0
T
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ot 4 AT Sy, 94 @ | Tfetas "reaeg | 1.0 7.0
AT ITH IR (AT SIX | & garen
A it efe e ATSE FT faware | 1.0 3.0
A9 wrETies &7 | 0.3 2.0
[EREL
ooft 5 I T "7iw I e | fenfeE wewes | 1.0 7.0
TAFE (ATl A wfdrfaa) | # g
e af € e AT #1 faeae | 1.0 3.0
A9 fwmETies &7 | 0.3 2.0
IEREL
it 6 gEt  glewrar,  HiwfA | armrfea fAEgu | 6.0 14.0
SEEE AT 39 IR,
FMT FHET, FEHT AT 9T | e 0.3 1.0
3T
it 7 T I @ @re e | A 0.3 1.0
T 3T Tre=d F1 = 1.0 3.0
TS ATEREd | 2.0 7.0
FT ZETAT
it 8 TRORE T, AT A9E, | FAGE qquEnT | 0.25 1.0
dafver grer, =@ * forg | &
e, wwm *®  fom
TAT/ATH THEGT AT | WreAiaser A< & | 2.0 10.0
AT
fAefites 5.0 25.0
IOl : 2 AEgag IcaTal & fafFor e |y £ Har
F9 €0 HgdQ SdTS ERICE CIEIESICIEYIESIR))
AN Ffewaw
1 2 3 4 5
1 G 3T 396 HedE SRl & | Arehlead @aaguer | 5.0 10.0
T T ATmRft
e 10.0 25.0
2. EIERISED IERERS 0.25 1.0
ATt g | 5.0 10.0
e 10.0 25.0
3. TTE QT A §@F e | fawsmwor 0.25 1.0
A ATEATIA faEgu | 5.0 10.0
fAefites 10.0 25.0
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(3) At WTEATH ATTHTT SETAT * S0 AT STUT ST UE ATTHTT 7 8o 99 g T@r SToaT St {6 gy St
(|T=T 3T Hgag ScATal it fateheor gienar) A, 2012 F srefia Suafaa g |

2.13.2 : fafezor yHewer ¥ forg s :

(1) giaemait #1 sraeT—F fF farfror giagr w1 e F afaareags & oo ag o searr 92 BT s
st % 6 Ot gl -

(i) TTHTV] HolT (BT Y Tgag Scarat it fafer whwar) e, 2012 % srefite st oiw srqanfoa 1
Bl
(ii) TIHT ST (TTE 3T Oga5 Iaaral it At gfwan) e, 2012 & srefiT srqwes, s=mem,
At e wiewar f=ror & form fafEa aat & s F et v |
(iii) TIHTI FSIT (BT AT Tgdg IcaTat 0l fateheor Tieam) =, 2012 F Iae & e Hhom T Fcdr
gl

) TS Grar/ o Arer o ST 7 93 TF Tol SIS oF aF (6 I8 TATY HS1 (FT T qgds ITar

#r fafaor wfmam) fFam, 2012 % Suaet & srame B 7 B g & e &1 us s, o & wrem qar
foReoTe 3 ST AT YR FTd g0 WEAH TTRTET T Iqerse 7 <7 {347 T Er |

2.13.3: grer fafor yewnwr . fRede ;

(1) THT] FST (|1 3T Agag Scarai @ faftweer whwar) faw, 2012 & sedfiw & swer grr
st & oo ARl g f o e a7 vt & oo AR ARt aqt f ae, S s e s s
ATET T |

2) eI A E R e A Gl e A R L e B e B ) P o B e el R e S
O fRO & T ST

(3) Farfereor e U (et g T ST Sty aeAT) St (e $i7 qeas soarat i At whwar) e,
2012  srefie 39 wrSi & forw amfafea =gmaw srgarsti oie sfereror yre 2 |

(4) U 9T (0T @Ter &1 a9 aa T o Ag! o STu ste a2 A=t & srefie fafafase =7 29 yare
AT AN

2.13.4 : g@rer $r At yewar w1 aeg

farfareor wisram grer =T F FReT ITATT T IXATI] ST (AT ST Tgag IcaTat it fafheor wiwar) 7w, 2012 F srefi
rarfafafdee giaer grer sfafafa BT s
2.13.5 ; fafafora swivpa @< & a9

T % Ao JEER |, W AT S AT AT o 39 e s v ARt F qeiy suse #+r, S
UH @ & " fafatase 8 sures B s

2.13.6 : R grer F1 =R :

AT A o wlia Ffau s ata st Foq, s s Fr e s s
o afvegs 78l Fam |

2.13.7 : fafaciOra @mer % oy < e

e ora weegra @Ter i1 Fae Tohet O3 9Tdl & ST & (o & for seamaET it Sos |

2.13.8 : fafaforg arer awg &t Aafenr:

(1) ar=, e aafaa B 7 s=iha frET @ 8, F 9w 9 g & 9 & A 3T i ggiq arer orfua
fareror g |

) e ora =mer & it el 9% ger 1 &1 g e S AeAfertad w9 g, i -
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ST =l ATH ©

faferor geeRTor 1 S
T AT 70
I wg=TE §0 () (refereT g 7o Suersy

T SIATA, TET HTAATA STAHTLT
[fagoe— TI1/4/31./45)

feoqur : qor faffTw aa & TS, s, qn-Il, 8T 4 H e 9ediE wE.2-15015/30/2010, It 1
T, 2011 BT FaARTTRr F a0 o 3o weaq Ao siteegEeT €, gy "oy f o

(i) HT.E. 4/15015/30/2011, aTE@ 7 5[, 2013;

(i) T8, 91./15014/1/2011-Frew/uwuauaUsrs, arie 27 57, 2013;

(iii) ®T.H. 5/15015/30/2012, aTr@ 12 S[TE, 2013;

(iv) .8, 1.15025/262/2013-ftu/ohuauHUErs, atE 5 e, 2014;

(v) W1H, 1-83uh/THHteTE e fuua—sfer/qRuauausrs-2012, i@ 17 ®7ad, 2015;

(vi) THE. 4/15015/30/2011, aTE@ 4 o, 2015;

(vii) T.H. 9. 15025/263/13-fru/mRuauauss, aE 4 99T, 2015;

(vii) 7.5 ft°15025/264/13-F0/TRIATHTATE, T 4 TIH=T, 2015;

(ix) T.E.7/15015/30/2012, arétE 13 Faww, 2015;

x)  EY.15025/208/2013-Fu/TRuHTHTATE, TG 13 FFFET, 2015;

(xi) LE.HT.15025/261/2013-fru/mRuguaTas, A 13 FawY, 2015 7

(xii) HT.H.1-10(1)/Evegs/madi(fher te fhafist Tresa)/Thuauauar-2013, ara 11 ST, 20161

NOTIFICATION
New Delhi, the 28th April, 2016

F.No.1-120(1)/Standards/Irradiation/FSSAI-2015.- The following draft of certain regulations to further
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 previous approval of the 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) is hereby published as required by the said sub-section (1) of section 92, 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 the copies of the Official
Gazette in which this notification is published are made available to the public;

Objections or suggestions, if any, duly supported by scientific evidence, 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;
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The objections and suggestions, which may be received from any person with respect to the said draft regulations before
the expiry of the period so specified, will be considered by the Food Authority.

Draft regulations

1. These regulations may be called the Food Safety and Standards (Food Products Standards and Food Additives)
Amendment Regulations, 2016.

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

3. In the Food Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011, for

regulation 2.13 relating to “Irradiation of Food”, the following regulation shall be substituted, namely:

“2.13 RADIATION PROCESSING OF FOOD

2.13.1: Dose of Radiation -

D Save as provided in clause (2) of sub-regulation 2.13.1, no food shall be processed by radiation.

2) No article of food permitted for radiation processing specified in the Table 1 and Table 2 given below shall
receive the dose of radiation in excess of the quantity specified in the said Tables at the time of radiation processing -

Table 1: Classes of Food Products and Dose Limits for Radiation Processing

Class Food Purpose Dose Limit kGy
(kilo Gray)
Minimum Maximum
1 2 3 4 5
Class 1 Bulbs, stem and root tubers | Inhibit sprouting 0.02 0.2
and rhizomes
Class 2 | Fresh fruits and vegetables | Delay ripening 0.2 1.0
(other than Class 1) Insect disinfestation 0.2 1.0
Shelf -life extension 1.0 2.5
Quarantine application 0.1 1.0
Class 3 Cereals and their milled Insect disinfestation 0.25 1.0
pro ducts, pulses and the.lr Reduction of microbial load 1.5 5.0
milled products, nuts, oil
seeds, dried fruits and their
products
Class 4 | Fish, aquaculture, seafood | Elimination of pathogenic 1.0 7.0

and their products (fresh or | micro organisms
frozen) and crustaceans

Shelf -life extension 1.0 3.0
Control of human parasites 0.3 2.0
Class 5 | Meat and meat products Elimination of pathogenic 1.0 7.0
including poultry (fresh microorganisms
and frozen) and eggs Shelf -life extension 1.0 3.0
Control of human parasites 0.3 2.0
Class 6 | Dry vegetables, seasonings, | Microbial decontamination 6.0 14.0
Egi%zséggriﬁgﬁeggagg& Insect disinfestation 0.3 1.0
tea, coffee, cocoa and plant
products
Class 7 | Dried foods of animal Insect disinfestation 0.3 1.0
origin and their products Control of moulds 1.0 3.0
Elimination of pathogenic 2.0 7.0

micro organisms

Class 8 | Ethnic foods, military Quarantine application 0.25 1.0
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Class Food Purpose Dose Limit kGy
(kilo Gray)
Minimum Maximum
1 2 3 4 5
rations, space foods, ready- | Reduction of microbial load 2.0 10.0

Table 2: Dose Limits for Radiation Processing of Allied Products

Sr. Allied Product Purpose Dose Limit kGy
No. (kiloGray)
Minimum Maximum
1 2 3 4 5
1. Packaging materials for Microbial decontamination 5.0 10.0
food or allied products o e ation 10.0 25.0
2. Food additives Insect disinfestation 0.25 1.0
Microbial decontamination 5.0 10.0
Sterilization 10.0 25.0
3. Health foods, dietary Insect disinfestation 0.25 1.0
Eﬁiﬂgﬁfﬁ;:ﬂd Microbial decontamination 5.0 10.0
Sterilization 10.0 25.0
3) Routine quantitative dosimentry shall be carried out during operation and record kept of such measurements as

provided under Atomic Energy (Radiation Processing of Food and Allied Products) Rules, 2012.
2.13.2: Requirement for Radiation Processing:
D Approval of facilities - No irradiation facility shall be used for the treatment of food unless such facility -

(i) has been approved and licensed under the Atomic Energy (Radiation Processing of Food and Allied Products)
Rules, 2012.

(ii) complies with the conditions for approval, operation, license and process control prescribed under the Atomic Energy
(Radiation Processing of Food and Allied Products) Rules, 2012.

(iii) carries out irradiation in accordance with the provisions of the Atomic Energy (Radiation Processing of Food and
Allied Products) Rules, 2012.

2) No food or irradiated food shall leave the irradiation facility unless it has been irradiated in accordance with the
provisions of Atomic Energy (Radiation Processing of Food and Allied Products) Rules, 2012 and a certificate of
irradiation indicating the dose of irradiation and the purpose of irradiation is provided by the facility.

2.13.3: Restrictions on Radiation Processing of Food -

(1) The radiation processing shall conform to the dose limit, the radiation source, and the conditions specified for
each type or category of food for processing by radiation, under the Atomic Energy (Radiation Processing of Food and
Allied Products) Rules, 2012.

2) The food which has been processed by radiation shall be identified in such a way so as to prevent  its  being
subjected to re-irradiation.

3) The radiation processing shall be carried out by personnel having the minimum qualifications and training as
prescribed for the purpose under the Atomic Energy (Radiation Processing of Food and Allied Products) Rules, 2012.

“4) The food once irradiated shall not be re-irradiated unless specifically so permitted under these regulations.
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2.13.4: Record of Radiation Processing of Food -

Any treatment of food by radiation shall be recorded by facility as specified under the Atomic Energy
(Radiation Processing of Food and Allied Products) Rules, 2012.

2.13.5: Standards of Radiation Processed Food -

The Radiation processed food shall comply with all the provisions of the Food Safety and Standards Act and the
Regulations made thereunder specifying standards of such food.

2.13.6: Storage and Sale of Radiation Processed Food -

Save as otherwise provided in these regulations, no person shall irradiate for sale, store for sale, or transport for
sale irradiated food.

2.13.7: Restriction on Sale of Radiation Processed Food -
The Radiation processed food shall be offered for sale only in pre-packaged conditions.
2.13.8: Labelling of Radiation Processed Food -

(1) The label of a food, which has been treated with ionizing radiation, shall carry a written statement indicating the
treatment in close proximity to the name of the food.

2) All packages of radiation processed food shall bear the Radura logo in green colour and following declaration,
namely:—

PROCESSED BY RADIATION

Name of the Product:

Purpose of Radiation Processing:
Operating License No. :
Batch Identification No. (BIN) (as provided by facility):

2

Date of Processing........ccccvveeeevuenennnne.

PAWAN AGARWAL, Chief Executive Officer

[ADVT.-I1I/4/Exty./45]
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 the 1st August, 2011 and subsequently amended vide notification
numbers:

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

(ii) F.No. P.15014/1/2011-PFA/FSSALI, dated the 27th June, 2013;

(iii) F.No. 5/15015/30/2012, dated the 12th July, 2013;

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

) F. No.1-83F/Sci.Pan-Noti/FSSAI-2012 dated the 17th February, 2015;
(vi) F.No. 4/15015/30/2011, dated the 4th August, 2015;

(vii) F.No P. 15025/263/13-PA/FSSAI, dated the 4th November, 2015;

(viii)  F.No. P.15025/264/13-PA/FSSAI, dated the 4th November, 2015;

(ix) F.No. 7/15015/30/2012, dated the 13th November, 2015;

(x) F.No. P.15025/208/2013-PA/FSS AL, dated the 13th November, 2015;
(xi) F.No P.15025/261/2013-PA/FSSALI, dated the 13th November, 2015 and
(xii) F.No.1-10(1)/Standards/SP(Fish and Fisheries Products)/FSSAI-2013, dated 11th January, 2016.
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