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e AR IRAR Fe 101 #ATey
(AT T gRET A} A wfdE)

i@
¢ faeeft, 12 St 2016

B, 4. 1-10(7)EEq/uadi (e iR 9o IATE) THUHTAS - 2013- Fiaax izt wr Fafefaa e
G AT &lIT {IAF (AT IS AT 7 @rar qgarsy) fAfF=m, 2011 F7 i derra # & forw, [y aredfT g
AT T ATHF TTTAFIOT H3 1T TR F 3 AqAIGT F GreT AT AT AT strerfaaw, 2006 (2006 T 34) Hi &1 16
F AT If5T gTeT 92 Y ITYTT (2) F ©T (T.) FIT F& ARRAT FT FART FXd g0 TATT FHT F&IT FAT g, Ih ITETIT
(1) grer Fereratera adt gwrey warted safrat it TRt % forw yarfora G Sstrar & e Jrfes fEar sar € & s
sreg fAafat ov =7 sfrg=eT & Torr ® e B s & |t fRm i sty & aarfy F warg B e s,

Fr2 feaas =fRF ST =9 99y § IS s A1 gATE, T FS G, FLAT T 47 912 dT a8 aeATF qred gy
qoIF w9 F AT T FEAITAT ATIHTL, WA T GLET ST ATaE ST, QT T 0y Jag e+, Fieadr
Tre, 7% faeedt - 110002 F1 &t T,

I ey fafaeet & gag § el safte & =0 v RfAfds sty 6 aofy & oF s arant o gamEt
EIEREUEERURA A CE IR E iR il

wrey At
1. (1) = FAf=aT &1 Gferg a9 @rer qear i 714 (AT A8 "IF ST @rer qgdrsy) deng &=, 2016 21
(2) 7 FAfF=w Tt § g sifaw yehrere &t ardiE & yg g |

2. T GLEAT AT AT (T IATE A9 T @ ggarsy) fafvaw, 2011 § “gew Sfadra srveard” & gefaa s
T H I 1 ST IHE SEtgd Tatedl & o7 97 [HEteriad wEer: ot i Tiaeat W@l ST, i -

232 GI/2016 (1)



THE GAZETTE OF INDIA : EXTRAORDINARY

[PART III—SEC. 4]

“A Sl A ITET il & Sty sverd

it 1%
A R Aoy SATET % forg g A i - w=gar g9+ sfia
Y | 3oy iy Rifes e wee Frgay Tifsifer @fi it | fe de dive sse
RIS RILGL RIL G
n c m M n |c m M n [ m M
1. | #sfifdasdT g€ |5 |3 | 5x105 | 107 - - - - - -] -
R cfulg cfulg
2. | Fufifdasst w5 |3 106 107 Sl e . I A )
Ernioe:)
cfulg cfulg
3. | wAfRsR @ s |2 105 106 I ) Sl }
IGEAEIRIEL
cfulg cfulg
4. | hfcash Tls5 |2 105 106 I ) Sl }
IEELE=:)
cfulg cfulg
5 | g wEE g |5 |2 |108 106 5 2 [ 102 [10cfug | - | - | - | -
e/t g A cfulg cfulg cfulg
MESRII
6. | gE@WET AT [ | 5 0 105 cfu/g - - - - 5 0 100 cfu/g
dY gEMET T TET
IoqTE
7. | AT yEERd  AeF | HHGET T - - - . S T .
IS
8. HOTT HET ITATS - - - - 5 |1 |102 103 cfulg | 5 0 100 cfu/g
cfulg
9. | gff weer geuTe 5 0 1098 cfulg 5 12 |102 103 cfulg | - - - -
cfulg
10, | @A SETR @ | 5 0 104 cfu/g 5|0 100 cfu/g - - - -
AT T IS
11. | Ter d= ghifr de | 5 | 2 | 108cfuig | 108 5 2 [102 [10%cfug |- |- |- |-
[ cfulg cfulg
12, | HET SR 5 0 103 cfu/g 5 |1 |102 103 cfulg | 5 0 100 cfu/g
cfulg
13, | 92 o afes we=a |5 |0 | 105cfuig | 107 5 1 [102 [10%cfulg |5 |0 | 100 cfulg
IcqTE
cfulg cfulg
14. | AT #eeT SelTs 5 |2 |5x108 5x104 |5 |2 | 102 |10%cfug |- |- |-
cfulg cfulg cfulg
15. | T HeEA ST | 5 2 104cfulg | 10° 5 (2 |10 102 cfulg |5 | 0 | 100 cfulg
IS
cfulg cfulg
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AR <pT TSTAA ¢ SHTERIT

it 19
A 3R A STl F o e SifAdi e - @rwgar gaw e
wA | e AT TS CIGEIEE] fafaay MRy (01 x| FRefar FeIRgRaw Aghmw
® | Af 0139) iETEEri
AT g AT AT =T qHAT | T T | T AT e
AT RISl TSHT ST
n|lc m M n m M n{fc|m |M nfc|m |M n |c m M
1 Fgyfita | 5| 3 11M | 500MPN | 5 afe=rmmE/ 5| o | afE=mm - B
LI 25 25
PN/ / g g
T T ’
g
2 Fgufifaa | 5| 3 11M | 500MPN | 5 famraTa/ 5| 0| s/ - - -
| s g 25g 25¢
FETTE PN /g
¢}
3 AT | 5 0 20 cfulg 5 et 5| 0| afeewm/ N R
g 25¢ 25g
ey
=
4 fifgarse | 5| 0 46 MPN/g 10 afmmmR | 5| 0| sfemm2 | - | - -
T
o= 59 5g
5 st g | 5] 2 1M 10MPN/ | 5 EIECLIL/] 5| o | afE=mm 5| o | afE=mm/ R
TE T 25 25 25
PN/ g g g
FETTT 9
et g g
I et
HIogEHT
6 HEETT | 5| 0 20 cfulg 5 e/ - N _ . j
JEEETE) 25g
ST gErET
AT HeE T
IeqTE
7 am FATRzRaw  Fge=m H
TEHEP } B e Sfremem SfEmpst A
AE FEAF  HfoEErer AT
IS ) ’ aierfs At
it # s
8 | fftaw 5|2 aM | 40MPN/ | 10 sl | - | - - FeTeg e gt
ki PN/ | g 59 ; Sfraem St
SR T FTISTRTSA hT
g FurRaf o dEfemy
=it i safeaf
9 gimaer | 5| 3 11 500MPN | 5 EIECLIL/] 5| o | afE=mm 5| o | afE=mm/ R
IeTE WP | /g 259 25¢ 25g i
N/g
10 LRG| 5| 0 20cfulg 5 ot/ 5| o | afE=mm/ 5| o | afE=mm/ _
THTHL 25g 25g 25¢g N
qEET =T
e
IeqTE
1| e | 5| 0 20 cfulg 5 afermT/ 5| o | aftemm 5| o | afeeem -
T e 25g 25¢ 25¢ }
TATARE
12 TEF A9 | 5| 0 20 cfulg 5 i/ . I I _
25¢g R
13 | &= ¥R | 5|2 11 |500MPNig | 5 T 5| 0| st/ 5| 0| afeemm
Afes weer M 25g 25g 25¢g
SeTE
PN
/g
14| gEen 5| 2 1 10MPN/g | 5 et 5| 0| st/ 5| 0| wfeemm
e M 259 259 259
IeqTE
PN
/g
15 | Tof A= 5 afar=rT/ o - I -
aranRa 25g _
T
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T RenfAdar - wrooft 1% siiv 1w # it s gem St s=ei 3 797 o ve 11427:2001 # 3w w
raforfe farfagen #1 aqeew #3a gu gem Sita fasm F &= § fasws sw v arer Gt stafea sate g
IRt 497 H & T AT ST & AT Agfrsha: AT FBFar o | 999 aqi=a araae f Rafa e a9 %
srefie seTha T ST oY srefad J9AT FSET i et agfaat & sqar f@awr % for agqqr damw #3924
= 3 T Tt TANeTATEt i arfgd R ST | U g THAT ST (AfS Aifwd gr) duterd et 7

STUTE o THTT o ST LT TohaT SITUSTT | FeW STash TLeT 5 T9A1 | TEeqh Fal (HefTy STy | qreoit 1 § <7 7%

AT FTSTAT o SATHTE THAT T AT ST T IeaTae S=t & A SITUST 3T TeATAT TARTLTAT il 1 &9 § 5471 @ier
e § ST d9S o9 F IO Hidaw 0 0 gi Iaeht Jitersw Aifas Rafa § yeqa o smowr | sifow AR o=
T % e o forar S e gew sitasw sree F o et f w1 Faear T 2w

AT ASHT - ST FHIAT 3T AT FTITAT TR 3 B2 (TS Hf U7 UF UF) 0T T97 TIF
et 77 zq wrae & afvariia s g B a2

n= JUAT THISAT T GeAT ot a8t e & a=/ate § TR fAforse auEr Ao £ oversit w1 qure awe
& forg it ST srae T g |

m= T T F9TAT g ST SHF FUL F Yo F AHAT TISHT & g § HHT =T § TF17 2 |
c= el fatamtor SHreat § @R] 3 — it AT ATSAT § oo THAT SHISAT T ATUhad =7 ear
M= IS G50 SaF AT9ES, ST TOATLTAYE/H9Te THHea FaTioel ST&19d F3aT ¢ |

TAT AT F G § M & oIS qoF dediawrd g o7 =0 a7 § Af9F UF 7 i aga1 &7 9aqr ad" g dqle hif
AT FT HTCU ST AT HTAT @I FLEAT ATIAFRTIAT FTIT TATH/ATTIISTT SATFEE FT |

IRt — 17
fRAfAmior St = aaw FE F g A y=el F AU g A JeEr
EESLEIER
2- af 3-aoft
n c M n c m M
n=5-10 c=0 aTeoft 1 3fw 2 7 | 5-10 c=1-3 greoft 1 3w 2 & | mrooft 1 s 2 &
PENEIRIELTS Farfatafiee RENEIRIEL:S
Bt st & e somst % | RAfys st ®
oro gt oo foro Wy ofewr | form oy oderr
geEt F geEt ® g |yt w g
i M % e m | Rk M
A AT [A AN B | A any 2

T s wmde 3R % fd=w - F=aar ofT qear g9% Sial & AW 97 79E § geR Sfaw Farer &
fAtorted e a9 aaaataa o T € | 7 8 - FHTaTEYE, AETETETETE d g9TeT IEweHT |

1. GUTETVE - AT THAT AT 6 I AR m/ F1 M 37 D041 % T80 goo fAfafdse dwret F s 8, a7 3oams it
& ST FATIOET THTLTATE AT STUIT 3T FHS FTLATS T Tl g |

2. AMATHTIVNG -- I THAT AT F AT AR m/ AT M a7 FA1 F T god =gl ot J91q T e F3e,
FIOH qrforfea w2t AEET Y fiee &7 dee Fwr3z S AfeAr F==gar a1 Gtedr garAd qgfaat ® gah g,
fafaface diarel % srqeT 981 2, a7 Scura i o0 Sfa Fariordl JFuTaT=aye qHefl Sruft | 37 9ret & e vy
FHAATYTANE TN AT ICAEA FIA AT TEL Al FTAETAT AT FTAGITAS 6 [0 = A SAT0IAr 37 @rer qeem
STferaRr 1T e Icaral 9 fAfaT Fears it STusfr | UF 31T & qeATaad| Wi TauErEHI/SroadT sader
ST @Ter qReAT ITTAHTOT ZIRT T/ SO Ieamal & Taraied & SAeqefT g |
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qRA T TSI ¢ STATYR 5

3. HwiTey IREHENY - a3 TAT AT F T AN m/ AT M TT T F THAT GoT Tamwdr gEat a4iq 3 Hal,

Fartae, e frerT i v, gzt o T80 grer qear Har zatq €, A fmret F aqee 9 g ar
IcATE T GEH ST FATIOET FATT TEHFHT THAT ST | T AT F T UH STHATLTATE IRl HT IqTaT
FIA AT TREL F §8 F [TIT JTOIAT T GAq1T TEFHAT  IATET I¥ @ AT W g sfargf=a fafe=
FLATS il AT | U @ St o7t fF e = fHaeor F foro Suersy € &1 am9e 39 % fore wrars sy it Sost
AT TH TREFHT ICTRT & qeATaadt a=1 i (i arer fAfaatara grer T STt | i st saare * &faator
T TR T IeATE BT, T TAT FF & (o0 sy B S, e & 3| w/ea § &% gar & 9 e s

T e IeqT T STed AT SITUATT, STgt Aty & a9 fereame we &7 Feor ¢ FoF Scar Tomstifaes SR 4
T 2 | @I LA IO FI THEAT % HQq/F0 it Str= 77 % oy faeqa strfew fgieo fan s arfs

YTITHSF FTLATS T AT ST T T UH ITTET HT [T T F9 % oI sqwaar & otefi= sqaras waed Jrieewo
FIIT T AT Wi srqeren a7 e faaert =1 fafawior Srs o srqurere % 997 &f Aqsid (6371 ST |

g gl vgfaat
. gder ggfaat ol
1. T fa® ™ Free UL T2 FT3E, T ATATSTRA TATIAeR HAA, AT 3 TUATHUERS T
Frouw AT ATzA STAat, 2001.
o |ma =% G wEh | ma 90 Gar #eh s e w aEdhtar & afmroar s See
TATIeT[shel AT, AT 4 TUAURUERSIT - STUUH AT A2 foraqae, 2002.
3 TR A | ERAHEE A,  TRAIASRA AT fedd #qed,  =9e7 12
JUATHURST 00T AT AT5T a1, 2001.
4. [EIER DR fafey, SdriaaoeRe uATierfese Aqerd, 99eY 9 JUAUHUESIT JUuH A
AT WS, 2004.
5 | @THEEr ATHAT TFREATATTSTRA TATI el e, 97e¥ 5 JUATHURST 00T
AT AT 799Y, 2011,
6. | it e T ETESi=T T 9aT ST ST TR ST SRS e TR
HAHTZE S AE TATT e A9, AT 10 TUATHUESIT STUUH A w12 o7irer, 2011,
7. fez, Ao A | e, Alee T ATSHEFT SR NaTaTorha UATelfehd Tqre, e 18
RIEEICUEL ] TUHTHFTHRST FUUH ST AT @i, 2001.
8. | FAEIRAT AiEfoMy | FARIRAT  FIEfoMd  SRARATASwA  TATAeha  #qad, =de< 17
JUATHEURSIU ATUUH AT AT STa<T, 2001.
9. | 9w Sfa® wler Iq | TS UH 1 6887 - 3: 2003 : W T UL @I TITAT F g&EH S foAe - qen
AT Y AT IoATE | Sifee TEET g T AT, TTNE TS ST IHAd AATHA AT FIAT -
FATT AT T 3 : ASelT 3T A TRl il J3Te e & forg fafatese e
* giRwTeTg -

(1) F=tshifaeeft g€ aph ¥+t = siata |7 s Tiftes aqg w4, ST a7 a1 Fe, ffda s gd g § 2
AT =t fafamior agfaat & sEm S garee forar 1 8 | dfiaetismeor us vt ghkar 8 Ses st
Wl AT HeET 3Tl 1 I foered & araaTe & sraare ofifaa o sirar & 1 ofraefrweo af, ofifaa s,
(THT ST AT a1 5T ) 3 Teffad et Stef (3% uF gae)) o I & Sre § ST AT S qehdT g | THT TR
Rftereor U Ut wiar & ST A Io0E F ATIH S ASEl S gl FTerel Serd FI & (o7 aAea 9
q A T H 947 g Sl qiagd, 91 o fEawor S sasta sifaw s &1 a9 § 9% 20 @
ATTHT T FATT T@ & forw wareq g | fefiwor sfemar s aqf=a suee § =0 g1 #7 Sy g & araame
# aAfemaw Breaehiaee Seal & Rt STt g | ofte e afemar aa 9% qof a8 awstt St § 99 aF
I H ATIHT -18 R #f. (0 R3ft ww) 71 Twd #w ardiw Fw § arfiw Readwwor % qewrq A8 w82

SISIN
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(10)

(11)

(12)

(13)

F /st g€ FRRERT  siota @, oof a1 et g2 weetmea () v, &ea s drsee) €, 5
T 1 Feat, ffad AT ST g2 39T | 37 3T garerd sr=at fafAmter ugfaat & sqe e smar 2

Fet/dfifaareht g€ Rerised & sava ars i 7, f 71 @ e v feaey (R, Fe o
T ATFITE) & S AT a7 Fwedt, ffaT ar ot g€ e ¥ § o7 SR gume st et gl W
Fam AT STaT g

sfifdaseeft g€ faresa ¥ siavia @, Tof = f2eft g2 foarew 2, s ar av sfifaq, sifdg ar seft g€ zam & €
Y IAHT AT =gt fAfamtor wgfaat & srEm 3 StTar € | =9 Scare % sianta fheew fRfer stefter g
S ATET, HEH, FoIFE, FIFA ST EHATH & |

st g€ e g% FeRRwaenht g §ie ave fiegg 7 9, o a1 e g2 weeftmem ot € S
et aTraTe &fiT F977 F Sqa THTE ST § ST Teqe=Td STHTS STl & | FEefSrae &l T F7 JLaHt
AqFTF =T F =8 THR e o sirar & & S 5 sfasmaw arareft e strary st fofefar

HIATETZErSE % gy AT ReFe g 3 o7 a9 | St g2 Sie o giege, & sfava feared &, st gt
T 9 HhTeT SITAT ST @ SATeT | IF 99 AT gk aTT | TET SArar g o F vewe 7 geft fafer

TE AT 2 T TAL=Tq STATS ST ¢ |

FEHT T4 /Al 3 LE@HET 4T AT ST F Aelt 1 qrfves o foher 2 a1 fher & 79 foermene =
3T 9T @ % AT TATE 6T T SeaTE AT € | THF A1 T T F T3 qge | 1 T Ahrer
STTOATT, e fAeprer STosty, B e sru, fRvere 37 waer it STt s et STt | AR a9el st
TATT F3A | ITAN § AT A 1T 990% 91, T ag) a@ & Aed R 0w 399 Rl g i ofF
Trgaft, e, QT AT AT ST AT AT F HEIT F A0 7

ATY THEhd AT IWTE & ATI%E T F HiAa ITA0 § qT0TT T ST AaT JTeq F3 & {ofT qa7ed q80F
% orT aTT AT ATIHT F ITART G Ao Ieurs AfHd ¢ |

fHRag 7o SaAE F siata S goew IauTe ¢ o Tus fY sufRafy av sufRafy § ueewdfes av
e St T FATT F WA ¥ FAawHITHE TEadd gl gr | uRuiE Icare e @i e,

wfire TR S AT EreTe R g i fer S 2 o e A i R

T W IATE T Al AT HET A8 ATHIT & S Asrdt et AT aedid qredt & Fa v % a1
=TT ¥ ThRAT 3 sreaelia T STt 8 | gt Ioure # o i el & € Stet weelt A R aroar
Y THT F TG G O g Hd AT Strar ¢ S & w9l ® w9 § Tifedt w1 Qo S gr a9 |

@A THTH GE@HET I™AT 7T 318 & UH Tt 5T 1 #1707 3ca18 At ¢ fSraer aowre et
e StTaT & e 7=t 3= [Mata qeaa AT Siar § a1l S 1 Seaarad &1 Wiaerd & w9 $ffaw srEar
dqAE Y@ qH GETAT ST TF |

fper v/ O de weime & famifeq, =itEea: gerar war w@m| atna & S gurs G @ & e
AFTF T ATEAAT, At T == o o g | U Fodepa grarhifse wéi= 8 S 7 st
TR wegelt #1 #t|, o it F 4T @ g $i wrEnede & ary i G war g st G strar
T | GO TATE N ST A STATal o T 2 o o &l S9eat i gorg 707 7 At o siar 21
T AR F HHATARIY S¥ ST TATE AT Fle T, G 319 IcTE ATHT &, Foreanr aifor &= & wagett
e T % =y afvaeas & srfersred R o § 1 =% weelt & ar ang #re, T 91 A w1 aed

FATAT SATAT & TTLAT ATAF T F TATAT, THE AT qA 6 AT THAT J@T g &7 1-3 =i a& e 1w

FATAFR ATAT 6 T T AT AaT 8 | T8 31T TET A7 @1y 0= q9rer F =7 § MY 919 ITAnT
Fq gt g |

¥e2 T dfee AL 7oy SR F Siavd "N FET, Faar a1 A aifes TE e A afRe g 1 Sew
o9 g0 TS, HETer, T, FAAT ST T Heeh! /AT T g TSR § TAT AT TIT A AR AT
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T | TeTRTeHS 2T F TR AT GHRET 927 3T gHiRT 9e¥ 8 | J1ST 7 OoE ST q0 AT FT R a1
AT g, ST AT | W7 AT ST =T THEAl 1 IUART FId gU Heed Icamal e offaqw o & forw
IYANT | ATAT FATAT S |

(14) gfaar 9T SATE F avd FHEeT T7 I8 AT JAIAF @I T8 3, ST @1 & forw G & | 39 Iarat
T ATH ATAT AT THERTI o TLAT LT ITHNT AT ST T 2 | TH a9 % Sfaqviq qISH-a15E T g0
IeuTe, AT sremia 3caTe, IR gu (e H), TesiEd ST 0iE, esiEd "iaewd, S 329w
fifaa fafa T Smar &,99q 78 =g=aw a1 547 730 g 7\ 379 F o srafFa g 1 s A F
AT Hege ! ST FEelt ScaTal | JATT A T Fw swyrivd wd o 57 ey A 3aAnn % forw swertya €
S e 7T ITTE, el §S AE AT AEe! TR, HHd, WSl fede, gl aiT ST |

(15)  <of WeeT ATETIRE IWTE F AT 907 Feed AT IR 2,5 (et Thar, et Toher AT I el W7 & gaey

G el w1 901 6 w7 § FeAr a7 =7 e, s ar|eg 39T F oo suged gt aare R Smar g
TAFT HGT TN AT ST HhaT § AT TR o & | 37T TAFTST F T9ATT AT ITHNET AT 7 T © | T
A & AT T AT OF AT IS g, [SFT ITART AL Tt § T9ehi & &7 § AT Srar
8,519 el g 70T, FEelt qedt o7, T3 2 79 fher i sanfe

T AYATH, HET HTAHRTL ATTHRTET

[T 111/4/374T./327]

feoqur ;g AR 9T & a9, sEraTr, 9W-3, @€ 4§ SATEeEET SeAiE wH.2-15015/30/2010, atie 1
e, 2011 ZTET YT R 70 o 396 weaTq fAeAforfaa stferg=eT 9. gy deng o T

(i) H1H. 4/15015/30/2011, aTE@ 7 S, 2013;

(i) w18, 91./15014/1/2011-freu/mwuauausns, arie 27 S+, 2013;

(iii) 1.8, 5/15015/30/2012, ardt@ 12 S[errs, 2013;

(iv) 1.5, 11.15025/262/201 3-fro/mwuauamsars, aria 5 f&Hay, 2014;

(v) w15, 1-83Ta/uH S druua—srfare/uhmuauauaE-2012, aa 17 ®a<1, 2015;
(vi) 1.5, 4/15015/30/2011, ATE 4 sTEd, 2015;

(viiy  wrE. 9. 15025/263/13-fru/uwuauETars, i 4 FeaEae, 2015;

(vii) w1 f°15025/264/13-T0/TRTETHTATS, TG 4 TEAEET, 2015;

(x)  W®H.7/15015/30/2012, aT8r@ 13 Tawa, 2015;

(x) .. 91.15025/208/201 3-F10/THRUHTATATE, qE 13 Fa7, 2015 T
(xiy  wE.H15025/261/2013-Fru/uRTHTATLTE, aT4E 13 TawET, 2015,

MINISTRY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Authority of India)
NOTIFICATION
New Delhi, the 12th January, 2016

F.No.1-10(7)/Standards/SP (Fish & Fisheries Products)/FSSAI-2013- 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, with previous approval of the Central Government,
proposes to make, 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), for
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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;

Any person interested in making any 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, shall be considered by the Food Authority.

Draft Regulations

1.(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.
2. In the Food Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011, in
APPENDIX B relating to “Microbiological Requirements”, for the TABLE 1 and the entries relating thereto, the
following Tables and the entries shall respectively be substituted, namely:-

“Microbiological Requirements of Fish and Fishery Products

Table 1A
Microbiological requirements for Fish and Fishery products -Hygiene Indicator Organisms
Sr. |Product Category* Aerobic Plate Count Coagulase positive Staphylococci Yeast and mold count
No.
Sampling Sampling Sampling
Plan Limits Plan Limits Plan Limits
n c m M n c m M n c m M
1. Raw/Chilled/Frozen 5x10° 107
Finfish 5 3 cfu/g cfu/g - - - - - - - -
2. | Raw/Chilled/Frozen 10° 107
Crustaceans 5 3 cfu/g cfu/g - - - - - - - -
3. | Raw/Chilled/frozen 10° 10°
Cephalopods 5 2 cfu/g cfu/g - - - - - - - -
4. | Chilled/Frozen 10° 10°
Bivalves 5 2 cfu/g cfu/g - - - - - - - -
5. | Frozen cooked 10° 10° 10° 10°
crustaceans/Frozen 5 2 cfu/g cfu/g 5 2 cfu/g cfu/g - - - -
heat shucked
mollusca
6. | Dried/ Salted and 10°cfu/g
dried fishery 5 0 - - - - 5 0 100cfu/g
products
7. Thermally processed Commercially Sterile - - - - - - - -
fishery products
8. | Fermented fishery 10°cfu/g 10%cfu/g
products - - - - 5 1 5 0 100cfu/g
9. | Smoked fishery 5 0 10°cfu/g 10%cfu/g  [10°cfu/g
products 5 2 - - - -
10.| Accelerated Freeze 5 0 10* 5 0 100cfu/g
Dried fishery cfu/g - - - -
products
11.| Fish Mince/Surimi 10° 10° 10 10°
and analogues 5 2 cfu/g cfu/g 5 2 cfu/g cfu/g - - - -
12.| Fish Pickle 5 0 3 2 3
10 10 10
cfulg 5 1 cfu/e cfulg 5 0 100cfu/g
13.| Battered and breade 5 0 . S N N
fishery products 10 10 107 10
ctu/g cfu/g 3 ! cfu/g cfu/g 3 0 100cfu/g
14| Convenience fishery L 5 10°
products 5 2 5x10%cfu/e | 2X107ctu/g 5 2 10 cfu/g - - -
g cfu/g
15] Powdered fish based . 10° 10 10%
products 5 2 10 cfulg 5 2 cfu/g cfu/g 5 0 100 cfu/g
cfu/g
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Table 1B

Microbiological Requirements for Fish and Fishery products —Safety Indicator Organisms

Sr. [Product Category* Escherichia coli |Salmonella Vibrio cholerae Listeria Clostridium
INo. (01 and O139) monocytogenes botulinum
Sampling Limits Sampling Limits Sampling Limits Sampling Limits | Sampling Limits
Plan Plan Plan Plan Plan
n|c m M n |c m| M n c | m| M n c m M | n|c m| M
1. |[Raw/Chilled/Frozen Finfish 11 500 Absent/25g Absent/25g
5 3 MPN/g | MPN/g 5 0 5 0
2. |Raw/Chilled/Frozen 11 500 Absent/25g Absent/25g
Crustaceans 5 3 MPN/g | MPN/g| 5 0 5 0
3. Raw/Chilled/frozen Absent/25g Absent/25g
Cephalopods 5 0 20 cfu/g 5 0 5 0
4. Chilled/Frozen Bivalves Absent/25g Absent/25g
5 0 46 MPN/g 10 0 5 0
5. Frozen cooked
crustaceans/Frozen heat 5 2 1 10 5 0 Absent/25g 5 0 | Absent/25g 5 0 |Absent/25g
shucked mollusca MPN/g | MPN/g
6. Dried/ Salted and dried Absent/25g
fishery products 5 0 20 cfu/g 5 0
7. | Thermally processed Absence of viable spores or
fishery products vegetative cells of
Clostridium botulinum and
absence of botulinum  toxin.
8. |Fermented fishery Absence of viable spores
products or vegetative cells of
4 40 Clostridium botulinum
5 2 Absent/25
MPN/g IMPN/g | 10| 0 & - - - - and absence of
botulinum toxin.
9. | Smoked fishery 11 500
products 5 3 | MPN/g [MPN/g| § 0 | Absent/25g | 5 | 0| Absent/25g| 5 0 |Absent/25g -
10. |Accelerated Freeze
Dried 5 0 20 cful/g 5 0 | Absent/25g | 5 | 0| Absent/25g| 5 0 |Absent/25g -
Fishery Products
11. |Fish Mince/Surimi
and analogues 5 0 20 cful/g 5 0 | Absent/25g | 5 | 0| Absent/25g| 5 0 |Absent/25g -
12. |Fish Pickle 5 0 20 cfu/g 5 0
Absent/25g - - -
13. |Battered and breaded 11 500
fishery products 5 2 | MPN/g IMPN/g | 5 0 | Absent/25g | 5 | 0| Absent/25g| 5 0 |Absent/25g
14. |Convenience fishery 1 10
products 5 2 | MPN/g IMPN/g | 5 0 | Absent/25g | 5 | 0| Absent/25g| 5 0 |Absent/25g
15. |Powered Fish based
products - - - 5 0 | Absent/25g - - -
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Sampling Guidelines: The sampling for different microbiological parameters specified in Table-1 A& 1B shall be
ensured aseptically as per the sampling plan giveninTable-1C by trained person with specialized knowledge in the
field of microbiology following guidelines given in I1S11427:2001.The samples shall be stored and transported
under appropriate temperature conditions and insulations within 24 hrs of sampling to accredited laboratories for
analysis as per the approved sampling plan and test methods. A large sample size may be drawn (if desired)
according to the tests required and the type of product. Preservatives shall not be added to samples intended for
microbiological examination. The desired number of samples as per sampling plan given in Table-1 A and B shall be
taken from full production batches and will be submitted to accredited laboratory in original unopened packaging,
sealed at the time of sampling maintained in their original physical state. The final decision shall be drawn based
onresults with no provision for retesting for microbiological parameters.

Sampling plan: The following terms, as used by the International Commission on Microbiological Specifications of
Foods (ICMSF) are defined and used in this standard:

n=the number of sample units which must be examined from the batch/lot of food to satisfy the requirements of a
particular sampling plan.

m=Represents an acceptable level and values above it are marginally acceptable in terms of the sampling plan

c=the maximum allowable number of defective sample units in 3-class sampling plan applicable at manufacturing
units only.

M= A microbiological criterion which indicate unsatisfactory/potentially hazardous quality.

Values above M are unacceptable in terms of the sampling plan and detection of one or more samples exceeding
this level would be cause for rejection of the lot and will attract enforcement/ prosecution by the concerned food
safety authorities.

Table-1C
Sampling plan for compliance of microbiological :)a:ameters at mamfacturing units and at retail points
Sampling Plan
2-Class 3-Class
N c M n c m M
n=5-10|] c¢=0| Values of M specified for 5-10 c=1-3 Values of m specified for Values of M specified for

all testing parameters for

all testing parameters for

all testing parameters for

different ~ products as different  products as different products as
specified Table-1&2 wil be specifiedTable-1 & 2 will be specified Table — 1 & 2 will
applicable applicable be applicable

Microbiological criteria and the interpretation: Following three categories of microbiological quality have been
assigned in standard based on hygiene and safety indicator organisms. These are satisfactory, unsatisfactory and
potentially hazardous.

1. Satisfactory: If the test values of m/or M or both applicable within the sampling plan are conforming the
specified limits, the microbiological quality of product is considered satisfactory and no action is required.

2. Unsatisfactory: if the test values of m/or M or both applicable within the sampling plan are not conforming the
specified limits of hygiene indicators i.e. Total plate count, Coagulase positive Staphylococci and Yeast & mold
count that indicates poor hygiene or poor handling practices, the microbiological quality of product will be
considered un-satisfactory. Under these conditions the premises producing such unsatisfactory product(s) shall
be investigated for non conformity or non-compliance and legal action on defected products will be notified by
the food safety authority. The subsequent release of such product shall be subject to HACCP / GMP audit
clearance of the premises/finished products by the food safety authority.

3. Potentially hazardous: If the test values of m/or M or both applicable within the sampling plan are not
conforming the specified limits of safety indicators i.e. E. coli, Salmonella, Vibrio cholerae and L. monocytogenes
that indicates serious food safety concern, the microbiological quality of product will be considered as Potentially
hazardous . Under these conditions the premises producing such unsatisfactory product(s) shall be stopped and
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legal actions on potentially hazardous products will be notified by the food safety authority. The recall action on
withdrawal of any of such food still available for sale or distribution shall be initiated and release of subsequent

batches of such hazardous products will be under hold by the food manufacturers.Failure by an owner to either

cease manufacture of product or withdraw/recall product from sale when requested to do so shall result in
seizure of that product where the officer has reason to believe that it is contaminated with pathogenic bacteria. A

detail risk assessment will be carried out by the food safety authority to investigate the source /cause of the problem

so that remedial action can commence and the approval for restart of such products under non-conformity will be

allowed only after compliance of manufacturing unit for food safety standards requirements or guidelines set by
the Authority.

Reference test methods

il(‘)' Test Method References

1. | Aerobic Plate Count Aerobic Plate Count. Bacteriological Analytical Manual, Chapter 3. USFDA
BAM Online January, 2001.

2. | Escherichia coli Enumeration of Escherichia coli and the Coliform Bacteria. Bacteriological
Analytical Manual, Chapter 4. USFDA BAM Online September, 2002.

3. | Staphylococcus aureus | Staphylococcus aureus, Bacteriological Analytical Manual, Chapter 12.
USFDA BAM Online January, 2001.

4. Vibrio cholerae Vibrio, Bacteriological Analytical Manual, Chapter 9. USFDA BAM Online,
May, 2004.

5. | Salmonella Salmonella. Bacteriological Analytical Manual, Chapter 5. USFDA BAM
Online, November, 2011.

6. | Listeria monocytogenes | Detection and Enumeration of Listeria monocytogenes, Bacteriological
Analytical Manual, Chapter 10, USFDA BAM Online April 2011.

7. | Yeasts, Molds and Yeasts, Molds and Mycotoxins, Bacteriological Analytical Manual, Chapter 18,
Mycotoxins USFDA BAM Online April 2001.

8. | Clostridium botulinum | Clostridium botulinum. Bacteriological Analytical Manual, Chapter 17, USFDA

BAM Online Jan 2001.

9. | Preparation of Fish and | ISO 6887-3:2003: Microbiology of food and animal feeding stuffs -- Preparation
Fishery Products for of test samples, initial suspension and decimal dilutions for microbiological
microbiological examination -- Part 3: Specific rules for the preparation of fish and fishery
examination products.

*Definitions:
(1) Raw/Chilled/Frozen Finfish includes clean and wholesome finfish, which are either in raw, chilled or frozen

2

condition and handled in accordance with good manufacturing practices. Chilling is the process of cooling fish or
fish products to a temperature approaching that of melting ice. Chilling can be achieved either by using ice, chilled
water, ice slurries of both seawater and freshwater), and refrigerated seawater (RSW). Similarly, freezing is the
process which is sufficient enough to reduce the temperature of the whole product to a level low enough to
preserve the inherent quality of the fish and that have been maintained at this low temperature during
transportation, storage and distribution up to and including the time of final sale. Freezing process that is carried
out in appropriate equipment in such a way that the range of temperature of maximum crystallization is passed
quickly. The quick freezing process shall not be regarded as complete unless and until the product temperature has
reached —18°C (0°F) or lower at the thermal centre after thermal stabilization.

Raw/Chilled/Frozen Crustaceans includes clean, whole or peeled crustaceans (shrimp/prawn, crabs and lobster)
which are either in raw, chilled or frozen condition and handled in accordance with good manufacturing practices.
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12)

13)

(14)

15)

Raw/Chilled/Frozen Cephalopods includes cleaned, whole or de-skinned cephalopods (squid, cuttlefish and
octopus) which are either in raw, chilled or frozen condition and handled in accordance with good manufacturing
practices.

Chilled/Frozen Bivalves includes clean, whole or shucked bivalves, which are either in live, chilled or frozen
condition and handled in accordance with good manufacturing practices. This product category includes filter
feeding aquatic animals such as oysters, mussels, clams, cockles and scallops.

Frozen cooked Crustaceans/Frozen heat shucked Mollusca means clean, whole or peeled crustaceans, which
are cooked at a defined temperature and time and subsequently frozen. Cooking of crustaceans must be designed
to eliminate six log reduction of most heat resistant vegetative bacteria i.e. Listeria monocytogenes. Frozen heat
shucked mollusca includes bivalves where meat is removed from the shell by subjecting the animals to mild heat
before shucking to relax the adductor muscle and subsequently frozen.

Dried/ Salted and Dried fishery Products means the product prepared from fresh or wholesome finfish or
shellfish after drying with or without addition of salt. The fish shall be bled, gutted, beheaded, split or filleted and
washed prior to salting and drying. Salt used to produce salted fish shall be clean, free from foreign matter, show
no visible signs of contamination with dirt, oil, bilge or other extraneous materials.

Thermally Processed Fishery Products means the product obtained by application of heat or temperature for
sufficient time to achieve commercial sterility in hermetically sealed containers.

Fermented Fishery Products includes any fish product that has undergone degradative changes through
enzymatic or microbiological activity either in presence or absence of salt. Non-traditional products manufactured
by accelerated fermentation, acid ensilage and chemical hydrolysis also belong to this category.

Smoked Fishery Products means fish or fishery product subjected to a process of treatment with smoke
generated from smouldering wood or plant materials. Here the product category refers to hot smoked fish where
fish is smoked at an appropriate combination of temperature and time sufficient to cause the complete coagulation
of the proteins in the fish flesh.

Accelerated Freeze dried Fishery Products means fish, shrimp or any fishery product subjected to rapid
freezing, followed by drying under high vacuum so as to remove the water by sublimation to a final moisture
content of less than 2%.

Fish Mince/Surimi and analogues means comminuted, mechanically removed meat which have been separated
from and are essentially free from bones, viscera and skin. Surimi is the stabilized myofibrillar proteins obtained
from mechanically deboned fish flesh that is washed with water and blended with cryoprotectants. Surimi
analogues are variety of imitation products produced from surimi with addition of ingredients and flavor.

Fish Pickle means an oily, semi-solid product with spices and acidic taste obtained from maturation of partially
fried fish with vinegar. It is produced by frying edible portions of fish, shrimp or mollusc, followed by partial
cooking with spices, salt and oil and maturing for 1-3 days with added organic acids. The product is intended for
direct human consumption as a seasoning, or condiment for food.

Battered and Breaded Fishery products include fish portions, fillets or mince coated with batter and/or
breading. Batter means liquid preparation from ground cereals, spices, salt, sugar and other ingredients and/or
additives for coating. Typical batter types are: non-leavened batter and leavened batter. Breading means dry
breadcrumbs or other dry preparations mainly from cereals with colourants and other ingredients used for the final
coating of fishery products.

Convenience Fishery Products include the convenience fishery products are tertiary food products which are in
ready to eat form. These products can be consumed directly after minimal handling and processing. This category
includes Sous-vide cooked products, surimi-based products cooked (in-pack), pasteurized crab meat, pasteurized
molluscs which are distributed as refrigerated, but meant for direct human consumption with minimal or no
cooking. This category also includes snack based items prepared from fish and fishery products meant for direct
human consumption such as extruded fishery products, fried items namely fish wafers, crackers, fish cutlets, fish
burgers, etc.

Powdered Fish based Products include the powdered fish based products which are prepared from
finfish/shellfish or parts thereof, with or without other edible ingredients in powdered form, suitable for human
consumption. These may be consumed directly or as supplements and also after hydration. This category includes
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powdered and dried fish products generally used as ingredients in food preparations such as fish soup powder, fish
chutney powder, ready to use fish-mix etc”.

PAWAN AGARWAL, Chief Executive Officer

[ADVT. IIl/4/Exty./327]

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:

()
(ii)
(iii)
(iv)
W)
(vi)
(vii)
(viii)
(ix)
(x)
(xi)

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

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

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

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

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

F.No P. 15025/263/13-PA/FSSAI, dated the 4th November, 2015;
F.No. P.15025/264/13-PA/FSSAI, dated the 4th November, 2015;
F.No. 7/15015/30/2012, dated the 13th November, 2015;

F.No. P.15025/208/2013-PA/FSSAI, dated the 13th November, 2015 and
F.No P.15025/261/2013-PA/FSSAI, dated the 13th November, 2015.
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