F. No. RCD-09002/2/2022-Regulatory-FSSAI (Comp. No. 7010)
Food Safety and Standards Authority of India
(A Statutory Authority established under the Food Safety & Standards Act, 2006)
(Regulatory Compliance Division)
FDA Bhawan, Kotla Road, New Delhi-110 002

Dated, the 01 May, 2025

Ardstfoish fecafOrat smfa s $t ga=n

(Notice for Inviting Stakeholder Comments)

fawa: ‘o @eg scaRi/ATRT & v delier gRur w afdder @ wwrt g

Subject: Consultation Paper on 'Restriction of registration facility for certain food
products/categories’ - reg.

UHUHTHUINS (FSSAI) oF It HgaaTr ik 17.10.2024 & AEAH & Wiey FRaT
3R A (fashar gfader siv Gwiy) fafags, 2011 & 3u-RfE 2.3.14 @), (5), (17) 3R
(18) =1 g1 foam, forad ded R ANoT & fAv wiexr ward, gy st 3R aner gy, tohes
f3fehar arex 3 fAeer arex Y 3curel & v BIS wave fest 3ifard anl sw dew o
fevamren gfshar @t el S a1, Afthe 61y & 51 scurel F e aureer 3R e gk
e H THUHUHUHATS (FSSAI) oF &1 siffar I Fgeaqol s=rar g

FSSAl vide Gazette Notification dated 17.10.2024, omitted sub-regulations 2.3.14(4), (5), (17)
and (18) of the Food Safety and Standards (Prohibitions and Restrictions on Sales) Regulations,
2011, which mandated BIS Certification Mark for products like Food for Infant Nutrition, Milk
Powder and Condensed Milk, Packaged Drinking Water and Mineral Water. While this step has
simplified the regulatory landscape and simultaneously made role of FSSAI compliance
mechanism critical in ensuring product quality and safety.

2. $afAT, 3urelel Gl &l 3N Agd W & U, vhuauEwans (FSSAl)
U JEATd AR AT &, [SWd d6d $0 3a-Sf@ arel 3curel & Haias i gelieor @
sfaafd T 3R Fael ongdfder (@e a1 &) A IAT & F oy § @ @, o
3carel &1 AT & fov engda-qd fAderor & o 3fFart fFu sy @ gea &

2. To further strengthen the compliance ecosystem, a proposal has been formulated to restrict
the eligibility of manufacturers of certain high-risk products for Registration under the FSSALI

framework and allowing only Licensing (State or Central). Further, pre-license inspection of
manufacturers has also been proposed to be made mandatory for these categories.

R



3. gd fawy 9 gdl &l & AU, #Ael O waftd #Eer vd ¥g#, oy 3R Aegs
FegaAl & wal @y veh dow (g1sfes s ) 25 i, 2025 FH THTHTAUITS (FSSAI), Uhsw
w,%%ﬁﬁmﬁﬁﬁtéﬁﬁﬁﬁﬁéwwwwmw
& su fQwar 9T vhuETHuang (FSSAl) & dewrse w WS U uaiidd fhar are, afe
|3l el @ Redforai/gsiea smefa f&e s ad|

3. To discuss the same, a meeting (hybrid mode) was held with the stakeholders mainly inline
Ministries and Associations related to Micro, Small and Medium Enterprises on 25" April, 2025
at FSSAI, FDA Bhawan, New Delhi. Based on the deliberations held, it was proposed to publish

a consultation paper on the said matter on FSSAI website seeking comments/suggestions from the
stakeholders at large.

4. deeTR, 3UUed favd W faeqd W U Iefordeh-1 & &9 H Hesod gl wsh
Raure 31wt gena/fecaforal, afe 15 &, sfua aw wfea e wed (o
https://forms.gle/JxiV1dsSz5BBABUNA) & HIEIH ¥ §H Hdell & ST B @ R @ 30
feelt & oo s @ Fehdl B

4, Accordingly, detailed Consultation Paper on the above subject is enclosed at Annexure-1.
Stakeholders may submit comments/suggestions, if any, through the Google Form (Link:
https:/forms.gle/IxiV 1dsSzSBBd6uNA) along with proper justification/rationale within 30 days
from the issuance of this notice.

Ig o G widell & v s & Sy fr g 3

This issues with the approval of the Competent Authority.

Encl: As above \N\

(Ther HAR)
e (Rferamrs smeqarem)

To:
1. All Food Business Operators, Associations, Food Safety Mitra and other stakeholders.
2. Commissioners of Food Safety of all States/UTs.
3. Directors of all Regional Offices, FSSAL
4. Principal Manager (SBCD) - for wider circulation through social media.
5. CTO, FSSAI - with a request for uploading on the FSSAI website.



AJeldcAch- 1

v
HI<h UTEIeh2oT
farear=x a1 armrar, FYefzia vd Qiftcss S b1 3trearAst
TaTvery g ufRg wodrtor famT, aRa wehe

gAY UF -

ST WA Scurel/AT0T & forw gsfieor
gfaur gfady e &1 gEdrd

Google form URL for providing comments/ suggestions within 30 days:
https://docs.google.com/forms/d/e/1FAIpQLSeqgLyxP 4kISDf3c4nm rlzeZukYdU
cKslzX8QiaFOdJIOEMag/viewform?usp=dialog

Short URL: https://forms.gle/JxiV1dsSz5BBd6uNA

01t S, 2025

fafaarees regurers g

HRATT W GI&T Td AlTh FIienor
THIT Had, Plcell 33, A5 Geeil-110 002
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| q@ DfSent/1fdar

1.  UHTHTHUITS (FSSAl) Te0F AT feaid 17.10.2024 & Fegd &
W 3cuTal, AT R ahwor & fow @ uerd, gy arss 3R e gy, tes B
arex 3R e areX & o faay fimsey (BIS) ua0 g o ger fardl

2.5 TSIUd HIAGIAT & d1G, ThUHTHUITS (FSSAl) & AT 29 dAdeR, 2024 &
CU & ded Udhes BfFer arex IR aRe aer o 3wg SfEs arel @
A0 & Faa avifpa fram & 3R s AT/ gaEmorRdist & sea-
qd/UstaRor-qd fadietor ey e fear &1 s 3iardr, RIS 3Meer
&A1 02.05.2022 & IFAR, 3T @A Ao F 30 ATl AT/ THERIOTRAT
@1 faary A0eror @@ d e aR) 3R FEF oedd g AT @ arfite
qara uel 3iifse Afaad #

1. IdATT ATAes/ fafaga:

3. 30w 3cUrel & AT e arel W TITH FATeid ad Al # AU aradm
& YR T UHTHUHUAS (FSSAl ) USHUT IAT THUHTHUIS (FSSAl ) arsdd
(ST /HET) U P & forw arF gl

4. ST & AT H USHPIUT H BH Ul aIiAcd AAT &, W &7 4

3cure fadwor (faRy &0 & e Wefex) & AT J@ e AR &=
BE AL H FoSCoS Uicel WX 0 fadwor i gdietor RuiE 3mels e
&1 Hfardar F@F e |

e Reat arf@d/STAT el P aeThdr el

3cUTea Ufehar & AR & forw Qeg gl w3t & s 3maegedr
e |

w1 AfAary aiffe qdra-uat 3iifse A& (Faa FET aEdd W a9 |
ST UTH TH.ALIH. BT ITARIDATIN BT JoIT & ol dgd & JAAE
TITodl AR FIToAT ATADT P HJATeld Bl DI IMAIDAT B

5.59% AR, tolipd @I ggay aTedh & U8 AT Scuiead gAafd
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fadw &7 @ RAY @ uegrdf 3R Yoz Ffher arex 3nfe S deelichr & & for
arel 3curel & fore|

1. GEdTE: 3qureled ORIEATIST dF 1 3R FAqd N & fov HAeafai@d
UEdTg fRar I %

1. 97T GolieoT R gfaay: J AfeE scurel & scurea & fow @8 a3r geiieor
AR AlSlaT USTeoT T AdTeAIentoT AT A&t & el hael TsT AT e
ey & AT el dShetur YATUUT Urg e artel fAATAST A Aleger
T&IT &1 TR0 3 YR ¢

S. No. |Food Product Sub-category/ Product Name as per FoSCoS Active
Category as per Registrations
FoSCoS Count -

Manufacturers
(as on 31st March,
2025)*
1. |01 - Dairy products|l.3 - Condensed milk and analogues (plain)
and analogues, o  Sweetened Condensed Milk (1.3.1) 935
excluding products of|
food category 2.0
2. |01 - Dairy products|1.5 - Milk powder and cream powder and powder
and analogues,|analogues (plain) 685
excluding products of| e  Milk Powders and Cream Powder (1.5.1)
food category 2.0
3. 13.1 Infant formulae, follow-up formulae, and
formulae for special medical purposes for infants
¢ Infant formula (13.1.1)
e Infant Milk Food (13.1.1)
13 - Foodstuffs o Follow-up Formula (13.1.2)
intended for e Food for special medical purpose intended
particular nutritional for infants (13.1.3) 1263
uses e  Preterm infant milk substitute (13.1.3)
e Lactose free infant milk substitutes (13.1.3)
e Hypoallergenic infant milk substitutes
(13.1.3)
e Foods for Infants with Inborn Errors of
Metabolism (IEM) (13.1.3)
4. 13.2 Complementary foods for infants and young
children
13 -  Foodstuffs e Milk cereal based complementary Food
intended for (13.2)
particular nutritional e Processed cereal based complementary 2451
uses Food (13.2)
e Food for Infants based on traditional food
ingredients (13.2)
e Formulated supplements for children (13.2)
5. |[14- 14.1-Non- alcoholic("soft™) beverages
Beverages, excluding e Packaged Drinking Water (14.1.1) 1931
dairy products
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6. |[14- 14.1- Non-alcoholic (“'soft") beverages

Beverages, excluding e  Mineral Water (14.1.1) 2444
dairy products
7. l14- 14.1- Non-alcoholic ("'soft") beverages

e Non-carbonated Water Based Beverages

Beverages, excludin i
verages, excluding [Non-Alcoholic] (14.1.4.2)

dairy products

[Note: Although BIS certification is not mandatory 1984

for this product, proposed to add this product
considering that the product comprises of package
drinking /mineral water as major ingredient].

AlSler USiipd @I cIqary ddTed & fot gRadde A

i. T 3THATA: HISET Uslipd W IIgHT HaTeleh &l oisdd AV H dceld
& T Fafad aTmAeRal grT 3fHI=r & fohar Sream|

i. IRTdAPIe 37afY: W I TATeld D ASHTRIT Ao F TAATART e
3R FAlggr YbfSir 3R Aafeir Al &1 30T A & IgAfd & & fow ue
3Ra aRad 3afa [06 #EA] |

iii. RGBT P TG PT HJUTelT: URIIADIS HATT & d1¢, 3 STl Bl 3
G0l JATOIS [3RA] ¥ & & fow FoSCoS uica & feea-3muia
MY [0 e o ] fohadm SITuam difeh 3e¢ Usiientvl JATOS & dgd
I & AU & AHT ST b |

2. 3fAary omsdw-yd Aderor: Reafaf@a scuci/gvh & Ratant & foo
HAa esE-gg fAdaror gEarfaa g

i. 1y awor & forw @ uerd (@ Aof 13.1 3R 13.2)

ii. T - PrEACs TT-3TIRA 0T (@ Aoft 14.1.4.2)

[Ale: 33 (@ Aot -01), Yhss f3fdher arex 3R fAaRe arex & fow arsay-
qd fderor e @ & ifAard 1]

V. fecuoll/gema uerd & & fou Iprd wie: fRdure & 3y & 6 9
UEda W HuA fevauft/gera, afg g &, ad & @Y 38 Aifed & S g H

IGIEI g 30 feat & frax T B foleh:
https://docs.google.com/forms/d/e/IFAIpQLSeqLyxP 4kISDf3c4nm rlzeZukYdUcKslz
X8QiaF0dJIOEMag/viewform?usp=dialog h HAIHA UEdd ®Y  [Short

URL: https://forms.gle/JxiV1dsSz5BBd6uNA ]I
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Annexure-1

v
ﬁ'SOll sreefter waer sieam v
faear=t =1 arzrat, Jefzia vd Qifdcs e &1 sireartst
TaTver Ug UufRa podtor faamT, g SRR

CONSULTATION PAPER ON
RESTRICTION OF REGISTRATION FACILITY FOR CERTAIN
FOOD PRODUCTS/CATEGORIES

Google form URL for providing comments/ suggestions within 30 days:
https://docs.google.com/forms/d/e/1IFAIpQLSeqLyxP_4kISDf3c4nm_rizeZukYdU
cKslzX8QiaF0dJIOEMg/viewform?usp=dialog

Short URL: https://forms.gle/JxiV1dsSz5BBd6uNA

01%t May, 2025

Regulatory Compliance Division

Food Safety and Standards Authority of India
FDA Bhawan, Kotla Road, New Delhi-110 002
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I. Background

1. FSSAIl vide Gazette Notification dated 17.10.2024 omitted mandatory BIS
Certification for food products, namely, ‘Food for Infant Nutrition’, ‘Condensed
milk sweetened, condensed skimmed milk sweetened, milk powder, skimmed milk
powder, partly skimmed milk powder and partly skimmed sweetened condensed
milk’, ‘Packaged Drinking Water’ and ‘Mineral Water’.

2. Subsequent to the said Gazette Notification, FSSAI vide order dated 29%
November, 2024 classified ‘Packaged Drinking Water and Mineral Water’ under
‘High Risk Food Categories’ and made pre-license/ pre-registration inspection of
these manufacturers/processors Mandatory. Further, as per RBIS order dated
02.05.2022, Mandatory inspection (once in a year) of manufacturer/processor
falling under High risk category and annual third party audit of Centrally Licensed
Manufacturers are mandatory.

Il. Current norms/regulations:

3. Food Business Operators (FBOs) manufacturing the above said products are
currently eligible for obtaining either FSSAI Registration or FSSAI License
(State/Central), based on their eligibility.

4. Registration involves fewer compliance obligations compared to Licensing,
particularly:

e No mandatory product analysis (especially safety parameters) and
uploading test reports of such analysis on FOSCoS portal every six months.

e Not required to file/submit annual returns.

e No requirement for qualified technical personnel for supervising the
production process.

¢ No mandatory annual third-party audits (applicable to Central license
only).

e Need to comply only with very basic hygiene and sanitary standards as
compared to requirements for Licensed FBOs.

5. Additionally, Registered FBOs may lack the technical, financial and infrastructural
capabilities to ensure safe production, especially for technically demanding
products like infant foods and packaged drinking water, etc.

1. Proposal: To further strengthen the compliance ecosystem following has been
proposed:

1. Restriction on New Registrations: No new Registrations and renewal of existing
registration shall be allowed for manufacturing of the below specified products. Only State
or Central Licenses shall be permitted. Details on existing number of manufacturers
obtained registration certificate are as follows:
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S. No. [Food Product Sub-category/ Product Name as per FoSCoS Active

Category as per Registrations
FoSCoS Count -
Manufacturers
(as on 31st March,
2025)*
2. |01 - Dairy products|1.3 - Condensed milk and analogues (plain)
and analogues, e  Sweetened Condensed Milk (1.3.1)
excluding products of] 935
food category 2.0
3. |01 - Dairy products|1.5 - Milk powder and cream powder and powder
and analogues,|analogues (plain)
excluding products of] e  Milk Powders and Cream Powder (1.5.1) 885
food category 2.0
4, 13.1 Infant formulae, follow-up formulae, and

formulae for special medical purposes for infants

¢ Infant formula (13.1.1)

¢ Infant Milk Food (13.1.1)
13 - Foodstuffsf o  Follow-up Formula (13.1.2)
intended for .

! . Food for special medical purpose intended
particular nutritional for infants (13.1.3) 1263
Lses Preterm infant milk substitute (13.1.3)

e Lactose free infant milk substitutes (13.1.3)
o Hypoallergenic infant milk substitutes

(13.1.3)

e Foods for Infants with Inborn Errors of]
Metabolism (IEM) (13.1.3)

5. 13.2 Complementary foods for infants and young
children
13 -  Foodstuffs e Milk cereal based complementary Food
intended for (13.2)
particular nutritional e Processed cereal based complementary| 2451
uses Food (13.2)

e Food for Infants based on traditional food
ingredients (13.2)
o Formulated supplements for children (13.2)

6. [14- 14.1-Non- alcoholic("soft™) beverages
Beverages, excluding e  Packaged Drinking Water (14.1.1) 1931
dairy products

7. |14- 14.1- Non-alcoholic ("'soft") beverages
Beverages, excluding e  Mineral Water (14.1.1) 2444
dairy products

8. 14 - 14.1- Non-alcoholic ("'soft") beverages

e Non-carbonated Water Based Beverages

Beverages, excludin :
g g [Non-Alcoholic] (14.1.4.2)

dairy products

[Note: Although BIS certification is not mandatory 1984

for this product, proposed to add this product
considering that the product comprises of package
drinking /mineral water as major ingredient].

Transition Plan for Existing Registered FBOs
I.  Special Drive: A drive at respective jurisdiction will be initiated by the field
authorities to convert existing Registered FBOs to License category.
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ii.  Transition Period: A reasonable transition period [06 months] to allow FBOs to
shift to the Licensing category and utilize existing packaging and labelling
materials, if any.

iii.  Post-Transition Compliance: After the transition period, system-based
modification in the FOSCoS portal [without any fee] to remove these products
from their Registration Certificates [RC] will be carried out to debar them from
further manufacturing under RC.

2. Mandatory Pre-License Inspection: Mandatory Pre-license inspection of
manufacturers proposed for the following products/category:

i.  Foods for infant nutrition (Food category 13.1 & 13.2)
ii.  Non-carbonated Water-Based Beverages (Food category 14.1.4.2)

[Note: Pre-license inspection is already mandated for Dairy Units (FC-01), Packaged
Drinking Water, and Mineral Water]

IV. Google Form for providing comments/ suggestions: Stakeholders are requested to
submit their comments/suggestions, if any, on the proposal along with rationale through
the Google Form Link:
https://docs.google.com/forms/d/e/1IFAIpQLSeqLyxP_4kISDf3c4nm_rizeZukYdUcKslz
X8QiaF0dJIOEMag/viewform?usp=dialog within 30 days from the date of issuance of this
notice [Short URL.: https://forms.gle/JxiV1dsSz5BBd6uNA].

*kxkk
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