Instruction No.16/2020-Customs

F.No 40121/ 2000-Cus. il
Governmient of India
Ministry of Finance
Department of Revenue
Central Board of Indirect Taxes & Customs
[Single Window Project)
Room Na, 229, Morth Block, New Delh
Dated:24. 07.2020

To,
Al Principal Chief Commissioners/Chief Commissioners of Customsf Customs (Preventive)
All Principal Chief Commissioners/Thiel Commissloners of Customs B Central Tazes, GST
All Princlpal Commissioners/ Commissioners of Customs, Customs (Preventiva)
All Principal Commissioners/Commissianers of Customs & Cenftral Taxes, G5T

Subject: Prohibition of selfing of Health Supplement containing PABA (Para Amino Banroic Acid) a banned
ingredient - Reg.

hAadam,Sir,

Kind attention is drawn to the advisory dated 16.07.2020 on the mentioned subject issued vide File
Mo.4{12] 2017/ Gujarat/RCD/FSSAI by the Joint Director [RCD), Food Safety & Standard Authority of India,
Ministry of Health and Family Welfare, Regulatory Compliance Division enchosing F55A1 Order Mo,
Stels/Mutr{DGCIYFESAI-2017 [PLI) dated 29-06-2018 (copy enclosed). The operative para 2 of the advisory is
refterated below for sase of reference.

! FSSAI vide Order No. Stds/Nutr{DGCT)/FISAL2017 (PLI) dated 28-06-2018

{copy enclosed) hos banned the use of PABA [Pore Aminge Benroic Acid] in the
products covered wnder Nulroceuticals Reguiations due lo safety concerns with
immediote effect. Poro No. 2 (c) of the said order giso directs the FBOS thai na
Sfurther manufecturing of products using this ingredient [s allowed. Any prodgict
containing such ingredient which is olreody manufocturedy imported shall be
withdrawn from the market immediately. However, it has came to the notice that
several health supplerments ond nutraceutical products containing PABA are still
belng sold on e-commence plotform. ™

2. Thi advisary has beon Bived with a reqguest to circulate Order dated 29-06-2018 to all
Customs Officials working as Authorized Officers to comply and to ensure that imporied products
containing banned ingredient shall not be deared through their respective point of entries,

3. Suftable Instruction may be Bseed for mandatory compliznce by the departmental officers
and the trade.

. Any issues faced in implementation of this instruction may b-e.hrnulht to thie notice of the

I O

Encls! Ag abave (Babu Lal Meena)
Deputy Commissioner,
Single Window Project, Cus. i
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F. No. 4(12)2017/Cujarat/RCDIFSSAI
Food Safety & Standard Authority of India
(A Statutory Authority Established under Food Safety & Standard Act, 2008)
Ministry of Health and Family Walfare
Regutatory Compliance Division
FDA Bhawan, Kotla Road, New Delhi
Dated: j£™ July, 2020

Advisory

Subject: Advisory for prohibiting sell of Health Supplement contains PABA (Para
Amino Benzolc Acid) a banned ingredieni-regd.

Food Safety and Standard Authority of India (FSSAI) has been established under
FS5 Act, 2006 for laying down science based standards for articles of food and fo reguiate
their manufacture, storage, distribution, sale and import to ensure availabilty of safe and
wholesome food for human consumgption.

2 FS5Al vide Ordar No. Stds/Nutr{DGCIVFSSAI-2017(Pt 1) dated 29-08-2018 (copy
enclosed) has banned the use of PABA (Para Amino Banzoic Acid) in the products covered
under Nutraceutical Regulations due to safety concems with immediale effect. Para No. 2 (c)
of the said order also directs the FBOs that no further manufacturing of products using this
ingredient is allowed. Any product containing such ingrediant which is already manufacturad /
imported shall be withdrawn from the market immediately. However, it has come to notice
that several health supplements and nutraceutical products containing PABA are still baing
sold on e-commerce platform.

- All e-Commerce FBOs are advised fo de-fist /remove such products which contain
PABA or any prohibited ingredients by FSSAI immediately from their website.

4. This issues with the approval of Competent Authority. % ﬂ‘ﬁ’}

y - e 1

(Parveen Jargar)

Joint Director (RCD)
Tel: 011232316878
To,

E-Commerce Food Business Operators as per list attached herewith.

Copy to:

1. All Authorised Officers, FSSA| -~ To comply above order and to ensure that imported
products containing banned ingredients shall not be clearad through their respective point of
antries.

2. Director (Customns) & Commissioner (Single Window Project, CBEC) — with the request o

circulate it to all Customs Officials working as Authorised Officer to comply above order and
to ensure that imported products containing banned ingredients shall not be cleared through

their respective point of entries.
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Nao.

Company
Name

Registered Office Detalls,

1.

M/s Snapdeal

M/s Snapdeal, jasper Infotech Pvt. Led,
246, 15t Floor, Phase 3, Okhla Industrial
Area, New Dethi 110020, India.

pranav@snapdeal.com

M/s Amazon

M/s Amzon, Bﬂpde Gateway, Bth Floor,
26/1, Dr. Rajkumar Road, Malleshwaram
West, Bengalury, Karnataka 560055.

sanjacamazon.com

-M/s Blg

M/s Big Basket, No. 7, Service Road, OF
100 Feet Road Indiranagar

Landmark: Above HDFC Bank Bangalore,
Karnataka 560071,

Anantha padmanab@bighasket
Lom

seshu@bigbasket.com
seshu@higbasketcom
hari@bigbasket.com

M, Flipkart

M/s Flipkart Internet Private Limited,
Vaishnavl Summit, Ground Floor, 7th
Main, B0 Fest Road, 3rd Block

Koramangala, Bengaluru 560034,
Karnataka, India.

Sanjivsaddy@fiplart .com
satyaject.b@flipkart.com

tabrez.ashmad @flipkart.com

M/s E Bay

M/s eBay India Private Limited, 14th
Floar, North Block, R-TECH Park
Western Express Highway, Goregaon
(East), Mumbal 400063, Maharashtra,
India

ebavindiahelpdesk@gmall.com
di-gbay-in-grievance-

M/s Shopping

M/s Indiatimes Shopping

aZzShopping Limited. Top Floor, 10,

Darya Ganj, New Delhi-110002, India

TEERE
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Subject Implementition of Food Safety and Stands il [Hiendth Supplemenis,

Nutracauticals, Food fue Spectal Uietary Use, Food for Speciyl
Madical Purpase, Functional Food and MNovel Food) Regulabons,
201k,

In sapersession of the direction dated 2912.2017 [referred to hereinafter as
‘garlier directon”) regarding clarification on |mplementation of F55  (Health
Supplements, Nutraceuticals, Foods for Special Dietary Use, Food for Special Medical
Purpose, Functional Food and Novel Food) Regulations, 2016 (referred Lo herelnalter as
‘Mutraceutcal regulations’), the followlng Umelines are laid down with respect o
compliance to these regulations t ensure smoother transition for food businesses:

(1) Mew Ingredients and additives recommended by the Scientific Panal for inclogion
in Nutraceutleal regulations and proposed to be included In the existing
achedules as par Annexure | of the earllier direction are allowed ta continue to be
used In the existing formulatipns®* ater 302 june, 20018 il such time the
proposed amemiment of the Nutriceutical regulations [n this regard are finalized
and natified. Huowever, the Foand Business Operators (FEDs) shall comply with
the provislon with respect to permissible Hintts of ingredients/udditives as given
at Annexure-! of the earlier direction.

(i) The earlier direction dated 29.12.2017 contalned list of 33 ingredients, which
woere not recommiended by Lthe Scientific Panel for Inclusion In the Nutraceatical
regulations doe to lack of dita, The Seientific Pane! has agaln reviewed the uso of
these ingredients based on the additional data made available by the FEUs and
the following decisions have heen taken accordingly:

[a) FEOs are allowed to continae ro use the ingredients namely *S-acetyl
mlutathlone [50 - 600 me/day, Max)' and ‘nlpha eyclodextrin® [already
covered wnder 'ather fibire sources’ as mentioned (n Schedule V1, Part B of
the Mutraceutical regulations) in the existing products covered under
Mutraceutical Regulations, il such tme the proposed amendment af the
Mutraceutical regulations in this regard are finalized and notified. '

(b} FROs are directed to discontinue the use of ingradients namely ‘Succinic
acid” and ‘lnosine’ in the products covered onder Nutviceutical
Hegulations with bauviadiate effoc as they are withderawn by the applicant

G ilies giveiy Lig jora 3af tls direvicnm tesijes] cals ' M6 ] 5 Sl e !1.1'4::'."'"-5.5'- R R R AT T e AT (e L | i |
]
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mnd ne further mannfsctuding of products using these ingredients i
Alloweed [loweve, any such producks comiadiing these ipesrediets wiich
M bty T o e are allewed w be oo 1l g
Fepteinder 2oLl

() FRU: A= direcied o discontinoe the dse of ingrediculs namely ‘Pars

oy i ochl [FAEA L, YVanadhon', Prensiit’ anil "Selenium dioxide’

- in the products covered under Nutraceutical Regulationg with immediate

effect due o safecy concerns and no firther mun_ul'l_::mﬁga_nl'_p_rt_zgtlugm

_Vising these ingredients e allowed. Any protduct containing 1hese

(4]

[e)

i

ingredients which are slready  manufactured, nported shall be
withdrawn from the market immediately. ' =

FHOs are directed Lo discontinue the use of ingredient namely "D-ribose’
In health supplements/mitraceuticals with immediate effect and no
Aother manufacturing of healtl supplements/nutraceuticals containing
this Ingredieut for consumption by general Popuiatian in unsupervised
usuge is allowed, For use of D-rihose it Faod for Special Medical Purpose
or Food for Special Distary Use, prior approval shall be obtained from
Food Authority. Howewver, any sueh products cuntaining this Ingredient
which is already manufactured tmiparled are allowed to be ald kil 306
September, 2018.

PROS are et 10 discoatinuge the  ge of  bngradionis amaely
Hurttigvute” atd “Podppalion feweotonng” |n (he pinducts covered under
Mutrmeerival Regulolons with nmedianey effsce tince they exhilit
Jieuspiey Lies ol o drug and no forther s ety ol grodiices uang these
ingredients s allowed. Howewer, any such products containing chese
ingredicnts which are already manufactured ) imported are allowed to be
sold Hil 30" September, 2018,

FEOs are directed to discontinue the use of Ingredientsfenzymes nomely
‘Artichoke’, "Kale Powder’, ‘Salvia hispanica” ‘Cashew Fruit’, Passion lruit’,
Kiwi frut extract’, “Broceoli”, ‘Lhzymes (Pectinase and Xylanase)' ax
healtly supplementsy nutraceuticals However, FHUs may use these
Ingredients/enzymes in the products as genceal ingredients, IF permirced
under Food Safety and Standards Hegulatlons, without claiming any
benefits as health siippiements/ micraceuticals for such Ingredients.
Further, any such products conbaining these |ngredients which are
already manufacoreed | nparted making any such cloims are allowed to
be sold till 30% September, 2018,

Lzl FHOs are diveeted [0 discantinne the use of ingredients Bsted andus

Apgendi 1ol this dipectian In the prmducts covesed tiader Mutraceonical
i
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FROs are directed e izt pbvrmarionfdatd 0 peapedd of - thvae

ingredic o wilin ves month fenim the wlite o) tisis direetion for turthe
ssspssment hy the Pood Authority.

(i} FBOs are sllowed to confioue the food business of ensting formulations
cantalning mere combinations of vitaming and minerals only up to one RDA In
disage formats such as tablets, capsules and syrups for a period of six months
from the date of this direviion or tll further orders, whichever is earfier,

(iv) FBOs are allowed to eontinge the food business of their eyisting formulations
coptaining vitamins and minerals in Foad for Special Dietary Use wikhout
referring to the energy value (keal/kl) as specified under Schedule 111, 1l such
time the proposed amendment of the suidl regularions are fina llzed and notified.

8 This issues with the approvul of the Competent Authority In exercise of the
power vested under Section 16 (5) of Food Safety and Standards Act, 2006,

Encls.: As above A }‘\, .

(P Karthikeyan)
Assistant Director [Regulatioas [ Codex)
FSSAL, New Delhi.

Tuo
1 Al Commilssioners of Fond Salery ol All States/UTs.
2. All Authorised Officers. FSSAL
3. All Central Designated officers, FaSAL

Copy for information:

L PPS to Chairperson, FSAL
2. PSm CED, PS5AL
1. Al Divistonal Heads in FSSAL New Delhi.
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L Racypilmcrny fentunhe
- Gila
1 Amgelien sinemsls
4. Puullinig cvpand
e . Saw palmelm
Notoginseng
Chiorella Growth laetor
- Pine batk extra ched Trans Prads pelioli
g Pipe bark estract from Pinus pincsier
10, Vigamin D3 (Vegr)
L1, Chaga extract {Inonntils ohliguis)
12 Uxnlobacter formiganes
13. Phytavail iron
{4, Tra tree oil
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