Press note

Brief note on Food Safety and Standards (Food Safety Auditing) Regulations, 2018

Inspecting and auditing food businesses is a humongous task, hence in order to
cultivate and foster the growth of compliance culture FSSAI is enabling compliance
through Auditing Agencies. While emphasising on self-compliance by the food
businesses, to address the need to monitor such compliance, FSSAI is envisaging
introducing Audit of the food companies by FSSAI Recognised Auditing Agencies.

This Food Safety and Standards (Food Safety Auditing) Regulations, 2018 includes
the Procedure for recognition of Auditing Agencies, Procedure for Renewal/
Cancellation/Suspension of recognition, Terms and conditions of recognition, auditing
procedure, Duties of auditors, Audit reporting and audit monitoring system.

Selected Food Categories on the basis of their risk classification will be subject to
mandatory food safety Auditing. Food Businesses falling under such category would be
required to get their businesses timely audited by recognised Auditing Agencies on their
own. Food businesses which are not subject to mandatory auditing can also voluntarily
opt for Auditing of their businesses.

Food Businesses having satisfactory audits may be subjected to less frequent
inspection by Central or State licensing authorities. Hence, Third party Audits will
reduce the burden on the regulatory inspection conducted by Central or State Licensing
Authorities and also encourage the efficient self-compliance by the food businesses

These regulations will come into force on the date of their publication in the
gazette of India.



T Ho Eto TA0-33004/99 REGD. NO. D. L.-33004/99

Che Gazette of India

STHTAROT
EXTRAORDINARY

AT III—9vs 4
PART III—Section 4

TR | qeRTiyT
PUBLISHED BY AUTHORITY
g9 328] =% faoelt, FIER, WA 29, 2018/9TE 7, 1940
No. 328] NEW DELHI, WEDNESDAY, AUGUST 29, 2018/ BHADRA 7, 1940

e 3R TRER Fe AT HAT
(AT T=T AT AT AT TTTEFH0T)

st
T fewett, 28 3TEd, 2018

B & f GO1TT/% TH TH T A$-2017.—1a1h, @I AT A< 7S =347, 2006 (2006
% 34) FT 9T 16 FT ITATT (2) & @S (1) F 1T Toq T 44 F T T2 AT<h H TI0T F4d gT TET
G AT 3T A1 (@Ter g qudrero) f&afeas, 2017 S sfarfaam i ey 92 i STy (1) * refie
suferg et @ qRar ST weE arteesenr i sfaeEer deris wo|@ &/ 01/ seEst /
THRTHUHUSE-2017 TG 12 3TFeay, 2017 FRT 9T & LT, ST, AT |, 877 4 ¥, 3T AT
STl i GATAT &l ATHET e o forw, it so8 a97faa g 67 §9799T 8, 39 a7 et 3%

ATerE=AT % Siqfas T it I S9ar w1 ITAsg FT &F T A7, 9 &G AT Aty awm g /U,
EENBGAEDIRIRIDIS

ST 3R TTore Y Tt ST #r 18 sreay, 2017 Fy IuAsy F7 &1 T o

ST SFT YT=T [AFIH % FFaey § S9ar § YTed el oY Al 9T AR g1 AT ST g
yferTor 3T A= 7 fora T g

S, 3T G LT 3T {IAF TTEHRI |, I ATITHAT T &7 16 T ITETT (2) F @< (1) F A7 Thoq
ST 44 ¥ oT<FAT T TART g gu Aeaforted fBfaas aamar g, oaiq -

5070G1/2018 (1)
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IEIERE]
1. Sfereq 919 ST YRH.— (1) =7 @EgH) 7 §ereq a9 @i qRa7  3iT 7S (T GRar  J0em)
fafaa, 2018 21

(2) T TSI | Ik THTIT 6T a0 &l T9d g |

AT
AT
2. g - (1) 37 fAfF=mt §, st T o g9 T ste7am srufera 7 2r-

F) “afefEm & R e grAT ST 7 A, 2006 (2006 FT 34) ST €

g) T " - & o g o Aty agerar Ry w9 @1 Aenfea w2 % ow sl quar
STTATH TR il TATTd FLd ATl STETAT [T T & qeafed q L TeT o TH0E 9

M) "werr T — o oref 2 T e ST € S SO AT 2

q) " HILET RO A7 “|Ter AT ST WO § /9T i, Fewd siw A o forfea
afrera T afera g;

T) "HAOEA T " — & = ANIE F dgaer § Wrer gReAT /9Lrer IUAH o fory @rer artener
FTT HT=AT YT SOLIeA07 AR | A9 g,

) I F =9 At & Henr are & srfea @)

(2) TSI re=t ST =T o, ST 3HH T4 ¢ ol 2= fafaat § afeanfud 72t 2, 7eq st § aieared
HEHEREUISIRERIPIERE R ]

TT-11
Tyeror syfereReor &t AR

3. HOETEAT ST shT HI=AAT o (o7 HIAEE. - (1) GT2r ITTAFHTT G AT shl HIL T TLrET el & 3297
H, FOErEror ST i AT T2 FT FHAT 2 ST oo ied Araas! F A&7 al, A -

(F) Tg TEHT Y44 AT F SATATE ST IT IS(19hd &,

(@) Fureqor AfFTor F ure @rer grfer gy aufa Efafdse g yat F o e wRsuae
T AF AlefFRema aieier ¥ fAfdara gags gorrelt yomofiseor & o srsuasi/smser 17020 a1
AEUHA/ATETHT 17021 AT AETHA/ETTH 22003 T4 TATAT FIAT AR
TR, @R STreaRr T ot SaLreqor sfeaeer a2 o= & T St ot o s e
FTT AT 8T, ST LTSI TATId B FT T8 1 3fT Taed TUTell & JHIT 9 & o0 sfaergT
AT BIH & Ggaeid TATIT ST F gEaTa<ahdl al Ieeq =4 9 % J1= g & ag T uwdiuas
TS ATH FIETHRATT TSIl o TATAT 6 [T AR H[| TH qLg il ToiHl il qd qoh TEATAT T F HT=AaT
X ST AT & ST aF 1o Tg AT AT q51 &l Srav gl
Teq A8 3T T HTOE SfeEeer ST qHO HEEl T A9Hd URSuEd a1 siw
AfEFRReT TSI & T * T e T et 8, AT A1=aaT o o7 siaee € 9l §, AT 28 T+
TTH 819 o 1% & o8 AT &F STU

(1) ZHF TTE FH & FH A1 FULEF 20 AT ST o6 T srEaisr 0 O 2d 2, eia:-
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(i) wT=ar 9T Feafaenes ¥ grer ar S AT T A AT dd SRR AT S ST=ITehy a1
F =71 791 ST @ a7 SF-wmEa GFFw 31 gem sta GFw a1 @ @9 4T gea

T AT ST TG FrRrer H =raeh it =47

(i) BT AT T TUTAT § HIAAT AT A€ AT TS0 Thaargas 27 63T 2,

(iii) stfarferm s zoen srefi=r faferer Rt s fafaast = 3,

(iv) & 39T T =g 3T A1 TATSAl, THERIT T [ohl, Fazl f qgar, e s e %
ATT-AT ZIUT TETAT, TS & FT AT T,

(v) FH & FH T LA F G I 1A F1 A1 A

(2) o & e # staieriad Fed gu @rer Tireeer gy YA & o0 /et & forte G s
AT gl

4, GTeIAT < FT IhERAT- (1) AIAT 916 FT F o0 e @7 Foreqr i o= 2o &9 # HI9 37
FUTAT TEATASIT o T T8 ‘F | A9ad FT ghdl g
(2) ®T TTTERTOT TG hl ST AT 37 Fohelt off T o JTHeT |, T q4g o ATdad 6l I &l aeg
o o & o fae Tl AT T ST & o0 SreaTT Hel

(3) HETad FOeAv SATHIOT FAAT T ATTH F U5g QAT F HA¥ 06 ISRl & TRYE a7 T0F
ST 5T FA 6 (o0 AEeq® Faq o103, e fEwerar a¢ @rer I g sEed
FE TR e foT SroIm)

(4) =T ITFErERTor §YEeor STeReor & T o 70 O80T 90T 9C UF A9 G &1 T57 HLdfl|
(5) ©qE B T o Fudteer stfvrweor == ARt #§ sfeatea avdt sraegsrarsti &1 @1 wdt 8, @
STTERT0T ATaT STia FiUfa F HHeT GTT TTEHRT0T 0 SHeh! HIeAAT 6 dva™l § e & & war
SO
5. ATAT & Haed o7 ord- (1) STt= af|faT it ST 9% T | FolT &4 0 AT o STHT FL 6 978,
G T T "' H ATeAar THITTS ST ek SO0 STTHaR0 il {egqT & TedT g
T S AT, TS SEedew G99, 7 /AT 6 ol T F3 & Tge a@r TAT Uste & qaLrerht
T AT T Tl g
(2) IT-fafaaw (1) & 7T AT7aT T&T9 FEA FT THT 9 G a9 o0 GfEeme= g

(3) Toreft ofF wTearaT T ST STTHEOT § HATOSar A %A1 & (O YTET & H FeqH EAreT A7
T T &9 %0l I o AT SATaa FiT gl gl

(4) ATAT FT THOES At 7 #§ A = e o arer siiae grr e ar R
forw gl grm

6. AR sl TOERAT (1) FHOLEAT STTTHIOT ATAAT THIT T F TATH0T g A1aam FH7 9 H fafifas
oty Y Tt o 9 & 7 978 &7 ST T g ®9d i R o A7 AET H T 2|
(2) @TEX TTTEERTOT HTEAAT STHT G7 o TAHL0T Hied | TA AT I HErHd T, -
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%) "qdreror srfdereer fAffaaT 3 & P gmEet wr oo el @ e

) Ferar ¥ srater F I ara rwraar, afE 7 2n

(
(=) TOrsetT e stater o ST HULreror STTHeheor &7 T2ei;
(
(

o) AT o [oIT SRR AT il FHRTrer)
(3) HQE BT X 3T ATH FST =9 il ATAAT [ STHT FLeA & TR, G TTTEHTOT UL SR
HTFAT T T T a9 T 7afer o o T e Fa
7. "rEar &1 A a1 e (1) e i godeor qfieer #i J' AT T qreaar w

FReterfere smam aw e 71 fAea w2 a2 oiq, -

(i)
(ii)

(vi)

TOTA0T STTHERTT il Uk T TTTerhTl FIT (RaTrerar Jva &< &7 47 &,

LT AT AU & A7 39 Al & AG8@ 0" FdeAr #l =eared w7 H
faeer v

Torreror srfSreRr 7 qTfeash g A7 g4T oAy g Ar we fR Er;

TOETEAT STTSIReoT, HOEeAuT STTreaor o &7 H YA Y8 § SIe¥ 21 1% ar;

TOTATT ATHHRLTT ST GeAToh AT S(F o [T @I TR hl 0T g ITAse AL
ST TFA9TF FAAT < § TAFA Lol 2l

Tordreror srfereReor wrer yfeERr g T AR quw % sur, AfR wr g1, gy W A ¥

EEEREIER

(Vi) FILTEOT SATHFTOT o ST T U el 97 St |teid i e o
(viii) FOreAer stteeRer 7 T3 o §9 o e § AT gEAar <5 g,

(2)

3)

(4)

(6)

(7)

(8)

STET @Ter TTTereRaor §qe 2, & v sadveqor fseheor 7 <F 75 9rear FAetaq a1 feeq T &
foro Sawert g, U "adrer sfsrer fY mreaar i fAefa a1 e # F o s
FIEOT AT ST T Tl §

TOTEATT SISO @Ter TR M SqAT SaTe 39 Hetad a7 e & Jard  daer §
STC IO AATSAT ATTed =l AT & fqfer & 95g 15 &A1 % i< T&qa Fea1 g VAT Jal weed
T GT ITTERT0T o G TATAA o THIT 9 & = a1 [efad #w &1 o formm som
T TTERTOT FOEre0T STIHRor g0 Hed o 10 Sare 9¥ oA e o 918 I STa1d &l
Tt o T & e e o diae = [AT==ET & Suae & SIqaTe Siea iasl STy Hi |

STET @T=T ITTEEReor § ATear Hefad FiT & g1, A< GO Ao gy 24 [=aHl & e
AT F 1T ZT T I (AeAae &l T2 F qahdl g

STET @TEr TTTERToT F HIar (Aeed ¥ &f gl, HOLreqor TR0l @I TRl i e ieheor
6 HTE T STATH 912 TATIAT 6 [T TAT AT TEIT HT

TN AT HTEAT STTHFLOT hT TATAT HEAT FTT SHAT AT T2 HL (3T ST q% IFAT /AT
efaa/fAre gt sToeih

TOTEATT ST, ST JTar & e a1 Hea & oeer § oT6qE § a8 Hald 9Lt &l o
T ThT 2
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TT-11
TOLyeror kT

8. TULreAur IiRaT - (1) @Ter ITfEaor STy aRfi<or & SeTe U< UHY @T=r Ta9] 3T YT o @Ter sATaTd i
fafafdse Falt ST @Ter gear Suaur FOHT ATIF gl
(2 Su-faffaas (1) F R F U agEm =Ml F AR THE SR FHIChHT STE GTeT HT
TR, AT ATgdh  STANT, SATITL il AATATEN T TFHIA, SATITL H/l FTAT, THERIT sl AT T
=T UH 10 (S @rer Tfaehaor sraeash q0et & e a2 & stroam)
(3) TF @I ATI ST IT-FA 0T (1) F el A=A T & Grer GRamr U a7 [T g, U °rer
AT I G FLEAT HILIE0 @I TTTEEHRIT o a9l g7 WS swqae 9% FTdT 2Rl

(4) T @ AT S\ o grear §9e0 F3am™T e qgl ¢ g ag 6T ot arear ST qereqr
TSR | HOLIET FXATHT AT8d g aT 9 36 (AT &l 1 T T 8l

(5) UH @I AT Al @ LT Ueo N0e  Hqrus=s Wl g 398 &aid 7 T AATIT
sTtersRr g fAfRemaes Szedt #r S Reqor it arvarear v Ty ST g §

TR GT AT % fO%g s forwma & gaT § AT |rer Wi & 890 § 7 o 97 o Sear A
TATEAT ST LT GAL | g T GT TTEHOT TH LG o6 [+ LA JTETT § FHLATa|

(6) @T=N SATITCHAT T G FLEAT e TUITAT HILTE0T TFRAT reua/amsuasr 19011:2011 ( Fodeqor
TErer TUITAT o forg ST fRemtaaen) u% swemhd g
9. HTOHMAW TAT- (1) HILEO THET § FEATS qIET THhg FIAT AT Thg (4 AT ATATHIT F ITH
ORI STAATRT &o] AT ST RIS il STF S ATA AT o STAA TR THA 2

(2) sTet Fet AT AT AT sruree v Rafa 91 1w, I9HT TUNe 37 wiereq srfVerm @ ST A1 #iw
et 1 o sroreaTet 7 Seeree R 77 g ST aie T ST Amfeul

(3) FTEET THAT F I O ATHFIT TH 1T BN AT FIAT 6 @I FRER T Had @
AT FaelT SATATSAT FT TTAT HL TGT §, Ao A AT Toh AT 6 TATSe TTa=ae ST TARTLTaT fareaor

FT ST F2 arer AfATEt #1 s an] e F aifia av s Gt 1 g Ff w7
TJT & 3fIT | FIETE TATAH FIT FHTT T TINTLTAT ATt o FEaferd T TSI il ST vl

10. IRt o FaeT ; HULrersd Aeferfad el 7 ITe R 97, -
(i) @T FETL T QT GLEAT FILA FHIAT
(i) srfefH=m F Y=g & 39 dgq aqru U Faei sfiv [fRIs & g S g9 s ge0

AT AT IS FLATI
(iil) =Ter ITfeeReeT geT FEfd fohe ST o2 90 S0 @1y FIE Shls & TR g 9@ (e

FEATI

(iv) ATOTRTF-Ae-Ta= "R % "=y § qogar a4 o, Sed g s saw FHair
ST, @ LT FIAFHH 20l ST ST HOLEA0 TR oTHe g1 Johd 2l

(v) @Ter ITTEEReor sl Sadrerer Rie arer gear S04 F3 & Ugg (o & "iae o Fm

(vi) Foferwr F S TgA T UH grer qRar wEwE i BT oft w4 A @ e F o e
I FATS FA 6 (o0 FAT AT TAT 8, Tg AU H o6 [0 AN % FI0eA0 qiga

SALTF STAAAT HILATS HLAT AT 2
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(viil) @Ter AT FULEAT  Z AT F2am
(viii) #TE v wder o @rer g AR F#0)

1. Fodegor e - (1) FOLersh SOeq T 21 & a18, UL & | S9T Te HAT T S-S aarsi

F GT FAAT T God BT S FOL0r RAE &1 @ T & o0 aea® fis ofiT ST a7
TIETRTOT T T T ATHL &I FT A T8 A&7 o § oo

(2) & UF TSI AT-ATEIAT BT & ST G FLERT 6l GTET LT TG Tt § G fSwerar
g § 3T T8 TRUMTHEIST TaTesy U Yiddhd TEUTH gl & ST S9ad: J7d gl gdr &, ar
I Fa i AT TITAF0T AT T AT Tiaheor & v et it RO =J=e 9 &
HTa¥ FHAm

(3) & UF HRAT AT-ATETAT & ST @1 LT Jaed TUTeAt § FHT AT @rer FOars & A=
A g T TEH FIS Thaher Tares TR 921 a1 9hdT &, qT AILre 3qeF gome & o 30
ST & seriers a9F F7 IUIh T80T HIAT [Heiid Ha ofi7 sTqadt T, qrfe G- &udT &l
AT T T SIT Fohl

(4) fAfEe qw o % T ATgE? I ATETar B AT T e AT AieT gy i TS
TTherar FoTieafa T AT T[T AGATH TR0 A0 HE (AT T ST |

(5) HILEAT STTHHTOT FHALIEAT o T 31 & Qi a1g qadreqor R i aidfert™ arer Fant fi
TEQT AT S FULA RS T TATierfa et d A ATTAHOT AT TH SAAATH TR0
T dgg et & e sfua w0, Sew gome & o Fewat 71 S-sreaarst ar Haret s
HAATERAL HT T BT F FTHA ATAT ST

(6) HILTEAT AT HOLTAT o LT UL hiexd IT TS STAATH TTEHLOT &l fofgq §  FH107 Fard
T T AT o O 6T A § Tade =l [HRIer FT 99T 8|

12. TRt &1 &o9 — (1) FIEeA0T SATHEHLOT FohelT o @rer SATITT 7 @1y AT HULe0 e | 99 gl &
TTET T H T I A0

(2) ToREfT ot EOTeAr TSR sl |TeAAT i @I TTE0T ZIET (Bal o 999 & ga § {27 &1 a7 97
T 2 A1 Wettaa w2 &3 s

TET-IV
Foiregor AT JoTTet

13. T fARTETT- (1) @1 ITTEsRTor ATear ST SO<reoT TRaor & w1 9¢ Aefotag afa &
ATt F Y, srarta-
(i) fereet &= § gaderor ROt sfiw et 7 A, Seshr B |rer qeeaAT Jae Yoot
I FX T 3 AT sraeawarst #i G 3T f TIar F qedisd e Saeshr & eI
TR T e, A i ROTE 3 e ux S srfSreer T gedied s @rer e grer
fafffee i ff sr T anfir
14. fFam= FAeamor- (i) ot & ar G o e 9T smeata & e § @87 91 a5 aqam
STTE0T @I FILET & (o0 §e &g g
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(ii) BTEr FTETE ST LA ST AT IGT TErEAhT oF FIHEIST % (o0 Rt off ST a7 qfaare &

ATH |, TH o1 T TT5T ATSH O TTTEER0TT T THTLTT F {70 gefea fhar soem

15. sff¥er 1 v @E- (i) e T saderer & "@atea sifaw srgedar fure siw o a1 =qmesi &,
S8 wom godieer RTe, 9u % T i T2 Farsdl ol Iaadl T aTHd &, SOLrE0T STrHshr

T FH F FF T I Toh TATA T T ST 3 IR0 T T4 Ta41F T@T ST

(ii) ET=X FET TATAS SO0 TROTHT 37 B0 0 T a9t oTisorg w7 F FF 909 99 &f a1 &

forey apeforT 7o)

(Su-faf== 4(7),5(3) 5T 6(1) 3F)

AL

qET 5

TOeTr fSrReor Y 7reaar /A e/ fFerasmar &= ufady & forw sreee

BT HUHEToT
JBTRIOT Y

feufa & ukrepa
e

1)  FOLIEAT SATAFLIT T ATH:

2) wF =qf<E FT AT

3) war (fue Fre |fza):

4) Hue faer
F) FLATT H (THEET #1e Afeq)
) G Ah o TST T
SHA/TTLT FT ATHTE BT TdqT
RIGEIER))

5) fafes stfeaea fa wieafa (=amast
T HoAIT FL)):

6) T THT Faeft fFewr (v
AT FY):

JHTOT 9 4.

EICRERIPGEEIRGICE
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7) F1F T ferasar v e

8) ATHTRa w@T aterRt v ferawr
(I T FY)

Q) FaLTerant it Srfersh TIar

10) "9t  wfverr #7 fHawo FEH | UTSRH T | SETAE [T w7 SIRAEE]
(STHTT 7= ¥ o) T T ST Tar

11) =t v a9 § g=91fera
Areqor/ET e s (9rer
AT o SATHTY)

12) TT=r AT HOLrE0r 6l fqHaT 6
HET H AIE AT AT

13) AT=IAT H&AT
(FATRLT o HTHA H)

H(aTrara R L3 K I 1 O ggsr/ T ﬂ'ﬂ?ﬁ ............................

ﬁ%ﬂﬁﬂww%wwwm%ﬁ%sﬁaﬁwwwﬁ?g o ¥ soraT #Y HUersden ATeAH
T AT ST ATSAT TN AT HOLeA @ geear ST /i (|rer geear |qadieq) fafqaw, 2018 & srq&w

Juil

TTTEha gEaTeriahd] & Hg< Aied gedTay

A [T ST ATel FEATasIl l qA:

F) ATE F Fir T / BHiE 39 AT T e}

) TATAT JHTOTT

M) | @ I i Sgal Eerel SHr O

o) FATAT HULAFRATSIHT  THTOT T

T) TOAIAT et FT

=) g e i et Mgt foe i af

) AT FILTART 6 INT H HOLEAT AT & faaeor




[ [I-Evs 4] AR <hl TSTUA ¢ STHTEROT 9

AT @Taﬂrwaﬁ'{wsrrf%‘m
[39TTeT % 93, FRIET T 19 G & Aroara®

ssal

A= aT THTOT T-
(Rffm 537)

TaTior foRaT ST g (FOTeAT STTHEHTOT T A1) T AT @1 LT Sl /e TITERr gIer
G AT ST AT AT, 2006 F T AT TTH @TX FILETAT o0l GO & o0 =i &l T2

7 S 7g GTeT AT T "I (|Ter geear d9reAvn) f@Afaw, 2018 s7efi= gl

TOEETT T 7 T ST T TRy / T+ fafemr= EECECICE]
ATH ST qar GEIGIERRERIRIE

fooqur- 2| w7 o § Rt TR #7 e aiEad T T ST 38 THIs 7 S G F gEIAN w90
=& faHT 7 T3 FEAT F T F AT Srnm

29T o qg7 Afed gearay
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= SRR TR AT AU F2ar g/Fr g & 7o
................................................................................. , B g T F o8, W
GTE FLAT AT HE HILEAT ST G 6T T & 36 dva e § § TTgRT =9l T g o
F) HYOLAE [AILEA TSRO AT SHHT hls AT HIHDH/HILEAE o IHT G HILET 0 q9T SEh!
foeft 9 =T TEred geuT #7 e & aut #§ T ot s #7 FrE aferen, aniedd, |rer gren
THTUT 3T qeTHel T A5l (6T § 3T SHeT sra i quireer fF /gt v g
) A LA TR A7 TEeh wre AT wHE/AT R G AT g TEAT o TTHT A8t 8 oEr
ITHT THE FIE (A BT Al & 3% ST o8 qared A7 FF=1or & &g «ff g9 781 8
M) T Sy sfSrTer AT THE Frs fT FUFH/AILEF FT ST @I SATATEN F g1 {Uer &7 a9t &
HREREPIECERIRERIR ]
) HI HOAT SR F IFA @I R T G LT HONA  F Faqq aareqw & fiaeh
O gl AT T 2
TTTErad SEaTeaand /e & gedre? ¥ afed

T SAATA, HET AR AT
[Fa=sTa=/111/4/591/205/18]

MINISTRY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Authority of India)

NOTIFICATION
New Delhi, the 28t August , 2018

F.No. TPA/01/REG/FSSAI-2017.—Whereas, in exercise of the power conferred by clause (c) od sub-section
(2) of section 16 read with section 44 of the Food Safety and Standards Act, 2006 (34 of 2006) the Draft Food Safety and
Standards (Food Safety Auditing) Regulations, 2017, were published as required under sub-section (1) of section 92 of
the said Act, vide notification of the Food Safety and Standards Authority of India number File No.
TPA/01/REG/FSSAI-2017 dated the 12% October, 2017, in the Gazette of India, Extraordinary, Part III, Section 4,
inviting objections and suggestions from the persons likely to be affected thereby, before the expiry of the period of thirty
days from the date on which the copies of the Gazette containing the said notification were made available to the public;

And whereas, copies of the said Gazette were made available to the public on the 18" October, 2017,

And whereas, 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 (c) of sub-section (2) of section 16 read with section
44 of the said Act, the Food Safety and Standards Authority of India hereby makes the following regulations, namely:-

Regulations

1. Short title and commencement- (1) These regulations may be called the Food Safety and Standards (Food Safety
Auditing) Regulations, 2018.
(2) They shall come into force on the date of their publication in the Official Gazette.
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Part-1
GENERAL
2. Definitions. - (1) In these regulations, unless the context otherwise requires,-

(a) “Act” means the Food Safety and Standards Act, 2006 (34 of 2006);

(b) “accreditation” means a third party attestation related to a conformity assessment body conveying formal
demonstration of its competence to carry out specific conformity assessment task;

(c) “accreditation body” means an authority that performs accreditation;

(d) “audit report” or “food safety audit report” means a written record of the observations, findings and conclusion
of the audit;

(e) “ auditing agency” means an auditing agency recognised by the Food Authority for undertaking food safety
audit in accordance with these regulations;

(f) “form” means a form appended to these regulations.

(2) Words and expressions used herein and not defined in these regulations but defined in the Act, shall have the
same meaning as assigned to them in the Act.

Part-11
RECOGNITION OF AUDITING AGENCY

3. Criteria for granting recognition to auditing agencies.- (1) Food Authority may, for the purpose of carrying out
food safety audit, grant recognition to auditing agencies which conform to the following criteria, namely:-

(a) itis established or registered in accordance with the law for the time being in time;

(b) it holds a valid accreditation on ISO/IEC 17020 or ISO/IEC 17021 or ISO/TS 22003 from National
Accreditation Board for Certification Bodies for Management System Certification, for the required food
categories specified by the Food Authority:

Provided that the Food Authority may consider auditing agency which are accredited by any other
accreditation body which is a member of the International Accreditation Forum and signatory to the
International Accreditation Forum Multilateral Recognition Arrangements for Management System
Certification subject to the condition that they shall apply for National Accreditation Board for
Certification Bodies accreditation. Such agency may be recognised provisionally till the time it has been
so accredited.

Provided further that auditing agency which has applied for accreditation from National
Accreditation Board for Certification Bodies may also apply for recognition, but it shall be granted
recognition only after it has been so accrediated.

(c) it has atleast three auditors with the following qualifications and requirements, namely:-

(i) Bachelor’s degree in Food or Dairy or Fisheries or Oil Technology or Biotechnology or Agriculture or
Veterinary Sciences or Bio-chemistry or Microbiology or Chemistry or Hotel management or Catering
technology from a recognised university;

(ii) successful completion of Accredited Lead Auditor course in Food Safety Management System;
(iii) knowledge of the Act and the rules and regulations made thereunder;

(iv) sector specific knowledge of hygienic and sanitary practices, processing techniques, hazards identification
and analysis and control and knowledge of contaminants and allergens;

(v) work experience of two years with a minimum of ten audits carried out.

(2) The criteria for recognition may be relaxed by the Food Authority for the reasons to be recorded in writing.
4. Procedure for recognition.- (1) Any auditing agency seeking recognition may make an application in Form A
along with requisite documents and fees of rupees five thousands.

(2) The Food Authority shall scrutinise the application and in case of any deficiency, call for rectification or
supplementary information within thirty days from the date of receipt of such application.
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(3) The auditing agency concerned shall take necessary steps for rectification or furnishing of supplementary

information within fifteen days of receipt of the communication failing which the application shall be rejected
by the Food Authority.

(4) The Food Authority shall constitute a Screening Committee for granting recognition to the auditing agency.

(5) On being satisfied that the auditing agency fulfills all requirements as specified in these regulations, the Food

2

3

7.

@

3)

Authority shall place the application before the Screening Committee for recommending to it on grant of
recognition.

Terms and conditions of recognition.- (1) On the recommendation of the Screening Committee and after the
deposit of recognition fees of rupees thirty thousands, the Food Authority may grant recognition to the auditing
agency by issuing a Certificate of Recognition in Form ‘B’ :

Provided that the screening committee may, if it deems necessary, conduct an assessment of the auditors of the
auditing agency before recommending for recognition.

(2) The Certificate of Recognition granted under sub- regulation (1) shall be valid for a period of three years.

(3) Any recognised auditing agency seeking change in the scope may apply for the same in Form A along with
requisite documents and fees of rupees five thousands.

(4) The Certificate of Recognition may be suspended or cancelled by the Food Authority on any of the grounds
specified in regulation 7.
Procedure for renewal.- (1) The auditing agency may make an application for renewal of Certificate of Recognition
not later than sixty days prior to the date of expiry specified in the Certificate of Recognition along with renewal
fee of rupees five thousands.

The Food Authority shall before renewing the Certificate of Recognition, have regard to the following, namely:-
(a) the auditing agency continues to meet the criteria specified in regulation3;

(b) the performance of the auditing agency during the previous validity period;

(c) the complaints, if any, received during the period of validity.

(d) the recommendation of the Screening Committee for evaluation.

On being satisfied and after depositing of recognition fees of rupees thirty thousands, the Food Authority shall
renew the Certificate of Recognition for a further period of three years.

suspension or cancellation of recognition.- (1) The Food Authority may suspend or cancel the recognition granted to

the auditing agency on any of the following grounds, namely,-

(i) the auditing agency has been declared insolvent by a competent authority;

(i) the auditing agency has failed to performs its duties satisfactorily or in accordance with these regulations;
(iii) the auditing agency has suppressed material information or committed fraud;

(iv) the auditing agency has become incompetent to continue to be accredited as auditing agency;

(v) the auditing agency has failed to provide access to their records and furnish necessary information to the
Food Authority to conduct the assessment or investigation;

(vi) the auditing agency has failed to take timely and necessary corrective measures, if any, as directed by the
Food Authority;

(vii) the recommendation of the Screening Committee on of the complaints received regarding conduct of the
auditing agency;

(viii) the auditing agency has provided false information with regard to conflict of interest.

Where the Food Authority is satisfied that the recognition granted to an auditing agency is liable to be suspended or
cancelled may issue a show cause notice to such auditing agency for suspension or cancellation of recognition.

The auditing agency shall file its reply to the Food Authority within fifteen days from the date of receipt of the
show cause notice,failing which the decision to cancel or suspend recognition shall be taken by the Food Authority.
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(4) The Food Authority shall consider the reply filed by the auditing agency and pass such order as it deems fit,

within
(5) Where
taken

(6) Where

thirty days of the receipt of the reply of the auditing agency.

the Food Authority has suspended recognition , it may revoke the suspension if the auditing agency has
necessary corrective measures in accordance with these regulations.

the Food Authority has cancelled the recognition, the auditing agency shall make a fresh application to the

Food Authority for grant of recognition after a period of six months from the date of such cancellation.

(7) The recognition of the auditing agency shall be deemed to be suspended or cancelled, if its accreditation is
suspended or cancelled by its accreditating body.

(8) The auditing agency may file an appeal to the Central Government, if it is aggrieved by the order of suspension or
cancellation of recognition.

Part-111
AUDITING PROCEDURE

8. Audit process.- (1) The Food Authority shall specify the category or type of food businesses which shall be
subject to mandatory food safety auditing, on the basis of their risk classification.

@)

3)

“

&)

(6)

For the purpose of sub-regulation (1) the classification of food businesses shall be made having regard to
the major risk factors including food type, intended customer use, nature of activity of the business, volume
of the business, method of processing and such other factors as the Food Authority may deemed necessary.

A Food business which is subject to mandatory food safety auditing under sub-regulation (1) shall get its
business audited by a recognized auditing agency of such intervals as the Food Authority may by order
specify.

A Food business which is not subject to mandatory food safety auditing, but desirous of getting audited by a
recognized auditing agency , may opt for the same.

A Food business having satisfactory food safety audits report may be subject to less frequent inspections by
the Central licensing authority or the State licensing authority:

Provided that in case of any complaints against the food businesses or when it comes to the knowledge of
the Food Authority that the public health and safety is at risk, the Food Authority shall undertake more
frequent inspections.

The audit process for assessing the food safety management system of a Food Business Operator shall be
based on IS/ISO 19011:2011 (Guidelines for auditing management systems).

9. Audit examination.- (1) An audit examination shall include collection of objective evidence and recording of audit
observations collected or made through interviews, examination of documents and activities.

10. Duti
1)

(2) The deficiencies or non-conformities observed by the auditing agency shall be recorded clearly and
concisely, pointing out the regulatory requirements that are being contravened.

(3) During the audit process, the auditing agency shall verify the compliance not only with the food
safety measures, but also with the provisions of the Act and the rules and regulation made thereunder,
except those which require specific sampling and laboratory analysis of the products and also verify
relevant documents relating to laboratory reports maintained by the Food Business Operator.

es of auditors.-The auditor shall perform the following duties, namely,-
conduct food safety audit of Food Business Operator ;

(ii)  verify the compliance by the Food Business Operator of the provisions of the Act and the rules and

(i

regulations made thereunder;

) conduct pre-commissioning inspection of newly established food business unit, as and when directed by
the Food Authority;

(iv) maintain confidentiality in respect of commercial-in-confidence materials, which may include process

v)

and product formulation information, food safety programme information and audit outcomes;

forward the audit report to the Food Authority within fifteen days of the conduct of food safety audit;

(vi) carry out necessary follow-up action, including further audits, to verify if any corrective action has taken

(vi

to remove any deficiency of such food safety program identified during the audit;

i) maintain confidentiality of food safety audit;
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(viii) such other duties as may be directed by the Food Authority.

11. Audit report.- (1) The auditor shall after the completion of the audit, inform the Food Business Operator of the
deficiencies or the non-conformities observed during the audit and give an opportunity to provide any further
information or clarification required for completion of audit finding and reflect the same in the audit report.

(2) When there is a major non-conformity which is a serious failure in the food safety management system of
the Food Business Operator and may result in adverse health consequence possibly even fatal, the auditor
shall report such findings to the Central Licensing Authority or State Licensing Authority within twenty
four hours.

(3) When there is a minor non-conformity which is shortcoming in the food safety management system or
regulatory contravention of the Food Business Operator and may not cause any adverse health
consequence, the auditor shall set up an appropriate timeframe of not more than 30 days for its
rectification and follow up, so that the non-conformance could be rectified.

(4) Failure by food business operator to rectify the minor non conformity within the specified timeframe shall
be referred to the Central or State Licensing Authorities, as the case may be.

(5) The auditing agency shall submit a copy of audit report to the Food Business Operator immediately after
completion of the audit and forward audit report to the Central Licensing authority or State Licensing
authority, as the case may be within fifteen days clearly bringing out the findings or non-conformities or
concerns and observations for improvement.

(6) The auditor may recommend in writing the reasons for the change in audit frequency of the food business
operator to the Central Licensing Authority or State Licensing Authority based on the audit.

12. Conflict of interest. — (1) The auditing agency shall give a declaration in Form ‘C’ of the schedule before accepting
food safety audit of a Food Business Operator.

(2) The recognition of any auditing agency shall be suspended or cancelled immediately by the Food Authority on the
event of providing false information on conflict of interest.

Part-1V
AUDIT MONITORING SYSTEM

13. Audit monitoring .- (1) The Food Authority shall monitor the performance of the recognized auditing agency
in the following manner, namely:-

(1) The monitoring mechanism shall include review of the audit reports and performance; on site assessment of the
auditors to ensure their competency of auditing the food safety management systems and the regulatory
requirements; assessment of auditing agency on the basis of report of the accreditation body and any other
mechanism as specified by the Food Authority.

14. Handling disputes.- (1)The Central or the State Licensing Authorities shall be the contact point for Food
Business Operator to engage in case of any dispute or disagreement with auditors.

(2) In case of any non-cooperation or resistance to the working of the auditing agencies or auditors by food
business operator, the same shall be referred to the Central or the State Licensing authorities for resolution.

15. Record keeping.- (1)The final conformance report and all other documents related to the audit conducted
including the first audit report, actions taken and successive communications on rectification measures shall be
preserved by the auditing agencies at least for a period of five years and full confidentiality of the documents
shall be maintained.

(2) Food Business Operator shall maintain all records of audit findings and rectification for a period of five
years.
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SCHEDULE
Form A
(See sub-regulation 4(1), 5(3) and 6(1))
Application Form for Recognition/Renewal/Change in scope of Auditing Agency
Photo
(Authorised
signatory in case
of auditing
agency)

1) Name of auditing agency:
2) Name of contact person:
3) Address(with Pin Code):
4) Contact Details:

a) Tel No.(with STD code)

b) E-mail of the contact

person/Website address of the
Organization (if any)

5) Legal Entity Status (attach

documentary evidence):
6) Detail of accreditation certificate Certificate No:

(attach copy):

Validity up to:

7) Specialised areas of work:
8) Detail of auditors enrolled ( attach

copy):
9) Educational qualification of auditor
10) Training details of auditor (copy of S.No | Title of course | Conducted/Organized Dates

certificate) by(Name and

Address)

From

To
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11) Details of Inspection/audit conducted
in last two years (food category wise)

12) Any other information regarding food
safety audit competency

13) Recognition number : (in case of
renewal)

I (authorised signatory) S/o,

D/o R/o do

hereby solemnly affirm and declare that all information and particulars furnished here by me are true and correct to the
best of my knowledge. I further declare that the food safety auditing to be conducted by me or through my auditor shall

conform to the requirements of the Food Safety and Standards (Food Safety Auditing) Regulations, 2017.

Signature of authorised signatory with stamp

List of documents to be enclosed:
a) Application fee receipt/DD or pay order
b) Certificate of accreditation
¢) Educational qualification certificate of all auditors.
d) Lead auditor course certificate.
e) Confidentiality agreement
f) A copy of the last assessment report by the accreditation body

g) Details of industry auditing experience of all auditors.
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FOOD SAFETY AND STANDARDS
AUTHORITY OF INDIA

Inspiring Trust, Assuring Safe & Nutritious Food

Certificate of Recognition

(See regulation 5)

Form ‘B’

Recognition Number..................

this is to certify that .................... (name of auditing agency) has been recognised by the Food Safety and Standards
Authority of India for the purpose of auditing of food business operators licensed under Food Safety and Standards Act,
2006 and subject to the Food Safety and Standards ( Food Safety Auditing) Regulations, 2018.

Name and address of auditing agency

Issued on/ renewed on

Valid up to

Scope

Note: This certificate must not be altered in any way. Intentional misuse of this certificate will result in cancellation

without prior intimation.

Signature of Director with stamp
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Form C
Declaration

[See sub-regulation (i) of regulation 12]

I S/o, D/o state that the food safety audit
of M/s having license number has been audited by
my auditing agency. In this context, I hereby declare that:

a) my auditing agency or its personnel/auditor have not provided any training, guidance, Food Safety
Certification or consultancy to and not carried out internal audits of the above said food business
operator or any of its parent or subsidiary for last two years.

b) my auditing agency or its personnel/auditor does not own or have financial interest in, manage or
otherwise control to the above said food business operators or any of its affiliate, parent or subsidiary.

¢) my auditing agency or its personnel/auditor have not been employed by the above said food business
operator for last two years.

d) my auditing agencyhas not carried out the food safety audit of the above said food business operator for
more than three consecutive timesaudit.

Signature of authorised signatory /Auditor with stamp

PAWAN AGARWAL, Chief Executive Officer

[ADVT.-III/4/EXTY/205/18]
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