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T TE TRAT HT0 HATAT
(AT G L&A T AT TTTAH)

feg=T

T2 feeetT, 10 FawT, 2020

BIE. 4067/0 3 Hi- TSAIT-UR UH TH WMS/2017(UrE-1).—F oo fBfa=at &1 yrew, @
AT T w1 (A7) Af==m, 2017 &7 &7 |@9red #3 & forg, S8 9T e qear i 9496
TTTERTOT, e T o 0 STHIE |, Gl GLeaT 3 A Ateri=a#, 2006 (2006 1 34) T 4T 92
F ST (2) @ () ST T& ARRAT AT TART FId g4 IATT & TEqTd FAT g, Sh AT =aH il
T 92 ¥ ITTT (1) FILT TAT sTufera Tt FATeT TATHera SR T ST o forw serrford R srar
g S gAAT &1 ATT g T 3% s A 9¥ 39 e § 99 =9 Greq =aHt & s Fi afadt s
AT T ST FT AT &, F 75 fae ¥ srafer v gurty F vara fF=m G s,

AT AT AT, TR FE BT, qT HT FTARIL ATHRT, AT G AT ST ATHH T,
QT 3 SO T 9o, Fledr U, T2 faeet -110002 FT 47 AT regulation@fssai.gov.in 9% A
o ST ek,

I WIS ATt & waer # et =1t 7 28 T AR sEtd £ q91ta & 99 9T redy &
TATAT I G TTTeraor g7 o= 3 sroa,
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1. (1) == ===t 1 Sferg A 9rer qaT i 919 (3ATa) Senee fAtaa, 2020 g

(2) T =% FATaa it fafr § @y g, S 5 gt STHadt srrEr ggelt Jare gnft #iY 98 TH
TSI § STAw wehter 7 fafer & ==aw 180 faw gl

2. GT AT ¥ 7rea (rarq) e, 2017, 4, -
(i) sreama — 13 % gemq Aot & siq:efoa BT s, s, -
‘e XIV
farzeft =rer [Awtor giergret v dsfrewor s Adterr
18 (1) fErzeft =rer fAwtor glargmsit w1 dshweor-
(F) ETET ITTEHLOT FHA-THT G¥ SEH 6 AT 9L AT 1 FaTq B S arer grer et it

gforrt 1 ey #% awar 8, e o arer qarat v o= Ffor 1 3cmed #3 are
et @rer fafawTor ghaest 1 e a1 sitfee stqar grm

(@) Y FTOrT F AT A areft et |rer fAfRwtr gEdmd e e § grer garet F A
& forT aea T =T e & Iger @rer TR o AT GS{ 0T HTAT g,

@) el @ AT gl g 77 aaTaE & 47w ¥ =4 At F wT 167 § astEwr
% forT sqae -1 § [iEE IFamEs & g i g [y qoF & a1 saad #i7
LET ]
(2) Fasft @Ter fafAwtor glaemsi & dshiwcor & g sraee $t wiar -

(F) Il sraeT A A= FIT I QT IIEHr 1 ot e & "y § Bt sfafes s
FT ATTITFAT It g IT A(Q AT T g, AT @I ATTIFHI0T =7 q¥g & Arfed & 30 IT &
HTa¥ saas Al UH Afafih STart Teqa T 97 saad T2 I 6l qATg 91T, S9T AT
HTHAT B | F13 strees 30 oAt & Maiia a9 % T saeds STl Te5qd Fd § fawe
T2 g, a1 faaeft arer fAfAwtor gierer dstisor & forg sraee sredtawr #7 fGmr s,

(@) AT ITHRET afgd, Tt AR T 27 TF 07 A6ad TTH g4 9%, @I ATTEH0T Araad &l
TALTeA0T 31T ISR T ST X o TolT o AT Sead il AEAIRId 6 (o0 TEHAT AT Tl gl

(3) faeft &Ter fAwrtor giawmsit #r fAdreror-
() Tl = BfRwio gfurs & Ao % Sger & uwuauauars 7 wefea @)
Tersa/fas T 3 st v e arfersreer g Artae G so;

(@) fa=eft arer et giaer w1 A aRdT  @rer qeaT 67 q1=E I gro ey

T o T3 ST T €

@) el mrer AfAwTT glegr dstr & S g & are {F ALrerr T S asar g, ST
ATT9TF THAT 7T 2;
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(4) dSf=RTor ST FEAT-
() faxeft mrer AT gear ceraes sfaf@aw % & za% qgaq aamu T AR s
Rt & srarer ® 91 St g o et mrer AfAwtor giAenst F v § uiw wve £ sty
% ToTT ISTIoha TohaT STTUATT SiY et OST ey 9aY i 17 § F=ra B&har s,
(@) faeeft mrer s gEgr ST teuaus afa=as & 39+ dgd aq1e 0 A=A s
ATt & uTed § A1 UTT T ET % USRT  forw o T saEe & sretee w7 e
SITUATT,

@) el @ ARt g SEeFr srees ais w2 3T 77 8, ST frdrs 9 &
7% T & HT=aT o forT srerae T 99d &,

() el mmer AfAwTor giae & dstiwor w7 T w16 # AT S, S shwor §
FerTs T FaT [t 7 30 &7 92t & T 78

(5) faeft @Ter fAwior giaem $i s@mader -

(F) Taeeft mmer fafawto g S T afFeae stfte & sraeasar gef, w2 e g
HT=IAT YT ATSTET USHT grer It giae 7 difee F0I qG9T-9877 9T Grer TTieeor
T Stfee & gy [Afee it Sroefh AR usiE gRT S st R / T8 97 67
ST @T=T STTEreRoT &l T&qd ol ST

(6) TSTT=hTuT FY TR AT T FLAT -
(F) =TT sl @rer AfFwtT ghaer a1 39 9rer Scae vhuauy Afefaay & [ =i 39
Tgd FATT U ATHTHA % STATAT § Tl 910 S 8, ar et arer [avor gieremsi & =7 §
ST USTRTOT T AT TE FY (3T ST GTaAfter, QT I g9ars & o0 s@ae o
& ATE IET qLG ol THTAT HT THdT g, ST 7o ITIE ghl”

(i) IT=T - 15 F g Faferfed ®i e AT SR, o7, -

“OT&7 - 16
[T 18(1)(7) #4]
et =rer fafawTor Fagrst  dofieor / 9Sfror & T  forg s

1 BTV ATET T TTH  eeeeeeeeeeeeee e e e e e e e e e e e e e e e ee e s eeeeeeeeeeeeeeeseeeeeeeeeeeeeneeeeaenen

3.9\ &1 qaT T8 IS0l o TolT BTG T ST T&T Bevvvivecececeeeeeee e

4. grer fAfAmTor / Jeewor gegT & o Sefaa 297 F TR ITTEeEwr g0 Sy aredd /
TSTTETUT «euveuesesesssseesesasesnsasesesesee s assseseses e st e s s e s ee e s e s s e e e e s et ee s R ee s s aee e Anbes s ans e et e s s assnnrnsas
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L 1 A . PSPPSR
8. Y ZIT TgT Teqd THT ST 3 orawor AY 119 %A@ 9998 3% 98l 8
155 1 TEATEAT 3T ATIFT gEATeALahal il qa<
L1 P TTH 3T T

A1
farzelt Trer Rt gRAemsit F GSiawor / ISR & T 10T & o7 Sead & a1 a9 0 ST arer
FTEATASI T G-

(1) @rer [ETr / JEewaor T & o Sataa 397 F T T g0 S A6 / S0,

(2) WA T AT 3T AT AT 6 sAreraptdr gr e & fow Geeft g {fEmir
e & Aol il g,

(3) IRl Y HL=AT FT fae;

(4)  AITAF % 9T H ST (TS SAATAF 6 ATEAT | ST AT 74T 8);
aET -17
[ERTT 18(4)(%) #@]
st @rer Rwtor gEgTetl & dStreor / STehTer T TdiHeor

TS ZRMI

FEOT R7o, T FIAHTLT ATARTLN
[forsTTa= .- 111/4/3797./342/2020-21]

feoqur — g1 fAfF=m, aRa F TSI, SETYT, AR-3, G 4 § SAfeg=HT e T . . 01/2008/5mAT
ALAT/THRUHUHTSS, qarE 9 7=, 2017 T W& Fu 10 o fiw srfege=ar e
[/ 1/25/309T9 HONEH/ THRUHUAUNE-2017, IR 7 ®La<t,2018 gTar gontaa f#hu 7w o
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Authority of India)
NOTIFICATION
New Delhi, the 10th November, 2020

F. No. 4067/ MOC-Trade/Reg-FSSAI/2017(part-1).—The following draft of certain regulations further to
amend the Food Safety and Standards (Food Import) Regulations, 2017, which the Food Safety and Standards
Authority of India, with the previous approval of the Central Government, proposes to make, in exercise of powers
conferred by clause (e) of sub-section (2) of section 92 of the Food Safety and Standards Act, 2006, (34 of 2006) is
hereby published as required by sub-section (1) of section 92 of the said Act, for the information of persons likely to
be affected thereby and notice is hereby given that the said draft regulations will be taken into consideration after the
expiry of a period of sixty days from the date on which copies of the Official Gazette in which this notification is
published are made available to the public;

Objections and 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, or may be
sent through e-mail at regulation@fssai.gov.in;

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

Draft regulations
1. (1) These regulations may be called the Food Safety and Standards (Import) Amendment Regulations, 2020.

(2) They shall come into force with effective date for implementation to be either 1st January or 1st July
subject to a minimum of 180 days from the date of their final publication in the official Gazette.

2. In the Food Safety and Standards (Import) Regulations, 2017,-
(i) after “chapter XIII”, the following shall be inserted, namely,-
“Chapter XIV
Registration and inspection of Foreign Food manufacturing facilities
18 (1) Registration of Foreign Food manufacturing facilities-

(a) The Food Authority may from time to time based on the risk specify the categories of food products to
be exported to India, for which inspection or audit of Foreign Food manufacturing facilities producing
such categories of foods shall be mandatory.

(b) Foreign Food manufacturing facilities falling under such categories and desirous to export such article
of food to India shall register with the Food Authority before exporting to India;

(¢) Foreign Food manufacturing facility either directly or through importer may apply for registration in
“Form 16” of these regulations along with documents specified in Annexure-1 and fee as specified by
the Food Authority.

(2) Processing of application for Registration of Foreign Food manufacturing facilities-

(a) If upon scrutiny of the application Food Authority requires any additional information with respect to
an application or if the application is incomplete, the Food Authority shall advise the applicant, to
furnish such additional information or complete the application, as the case may be, within 30 days
from such notice. In case the applicant fails to furnish the required information within the stipulated
time of 30 days, the application for Registration of Foreign Food Manufacturing Facility shall stand
rejected;

(b) On receipt of a complete application including the additional information if asked for, the Food
Authority may process the application for inspection and issuance of registration or rejection of the
application.

(3) Inspection of Foreign Food manufacturing facilities-

(a) Officials from FSSAI and relevant ministry/ organization/ department for the purpose of inspection of
Foreign Food Manufacturing Facilities shall be nominated by the Food Authority;
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(b)

(©

Foreign Food manufacturing facility (ies) may be inspected in a manner as specified by Food Safety
and Standards Authority of India;

Foreign Food manufacturing facility(ies) may also be inspected after the issuance of registration, as
deemed necessary;

(4) Issuance of registration-

(a)

(b)

(c)

(d)

Foreign Food manufacturing facility found to be in compliance of FSS Act rules and regulation made
there-under shall be registered as Foreign Food manufacturing facilities for a period of five years and
their registration number shall be communicated in Form 17;

Foreign Food manufacturing facility found to not be in compliance of FSS Act rules and regulation
made there-under, the application made for registration shall be rejected;

Foreign Food manufacturing facility whose application is rejected, after taking remedial action may
apply for recognition again;

Renewal of registration of Foreign Food manufacturing facility shall be made in Form 16, not later than
30 days prior to the expiry date indicated in the registration.

(5) Audit of Foreign Food manufacturing facility -

(a)

Foreign Food manufacturing facility which requires mandatory audit shall get their facility audited by
the auditing agency recognized by the Food Authority. Frequency of audit shall be specified by the
Food Authority from time to time. Copy of the audit report/certificate issued by the auditing agency
shall be submitted to the Food Authority.

(6) Suspension or cancellation of registration-

(2)

If Foreign Food manufacturing facility or their food products are found not to be in compliance of FSS
Act rules and regulation made there-under, their registration as Foreign Food manufacturing facilities
shall be suspended or cancelled. However, Food Authority may review the same after giving
opportunity for hearing or clarification, as deemed fit.”

(i1) after “Form 157, the following form shall be inserted, namely,-

“FORM - 16
[See regulation 18(1)(b)]

Application for Registration/renewal of Registration of Foreign Food manufacturing facilities

1. Name of the Company/OrganizZation. ............ceeeeruireeriereeierieeienee et esee et eees e eee e eeeneeeseeneensens .
2. Registered Office AdAress........ooiiiiriiieie et ettt st e s nes

3. Address of Premise for which Registration is being applied.........cccooviiriieiiniiniineiieecieeee

4. license/registration issued by concerned country’s government authority for food manufacturing/processing

facility............
S.E.mail .......

6. Contact no

7. Details of the ProdUCH(S)......ccveiiirieeieieiiiiese ettt see e se s srvesaeessesseessens

8. All information and particulars furnished here by me are true and correct to the best of my knowledge.

Signatures and seal of authorized signatory

Name and address.............oooeveennn
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Annexure-1

List of documents to be enclosed with Application for Registration/renewal of Registration of Foreign Food
manufacturing facilities:-

(1) Tlicense/registration issued by concerned country’s government authority for food manufacturing/processing
facility;

(2) Consent of owner of Foreign Food manufacturing facility for inspection by Food Safety and Standards
Authority of India officials;

(3) Detail composition of products;

(4) Authorization in favour of importer (if applied through importer).

FORM -17
[See regulation 18(4)(a)]
Registration/renewal of Registration of Foreign Food manufacturing facilities
1. Name of the Company/OrganizZation.............ceevveruereeriesreeieesreesienseeseessesseessesseessesseessessesseessessens .
2. Registered Office AdAIEsS......uiiviiiuirieriiciieieci ettt ettt ettt b e e e sbebeeanessesseesneseessens
3. Address of authorized PremISe...........ccieiieruieieriiitieiete ettt eeteeseeteeseeeesae e e seeeneeas
4. REGISIIALION T10. ... eeutieuiiteeteite ettt et et e ete et et et eete et e teeate b e et een st eaeeseeaeemsenseentenseeneenseeseensenseeseans eeneens

5. Details 0f the PrOAUCL(S). ... eeveirierertieieetiee sttt te et et e st ee et eaeestesaeen e eseenseeeeeneens

Note: This must not be altered in any way. Intentional misuse of this will result in cancellation without prior
intimation.

Date............. Signatures of CEO, FSSAl/representative authorised by him

Place............ NAME .o e e

ARUN SINGHAL, Chief Executive Officer
[ADVT.-III/4/Exty./342/2020-21]

Note.- The principal regulation were published in the Gazette of India, Extraordinary Part III, Section 4, vide
notification number F. No. 1/2008/Import safety/FSSAI, dated 9" March, 2017 and amended vide notification
number F.No. REG/11/25/Import amendment/FSSAI-2017, dated 7th February, 2018.
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