File No. . 4(12)2017/Gujarat/RCD/ESSAI
Food Safety and Standards Authority of India
(A Statutory Authority established under the Food Safety and Standards Act, 2006)
Regulatory Compliance Division
FDA Bhawan, Kotla Road, New Delhi — 110002

Dated: 16" July, 2020

To,

(i) Commissioner of Food Safety of all States/UTs
(i) All Central Licensing Authorities

Subject: Surveillance and enforcement fo prohibit sell of Health Supplement
and nutraceutical products confains PABA (Para Amino Benzoic Acid) a
banned ingredient-regd.

SirlMadam,

FSSAl vide Order No. Stds/Nutr(DGCi)/FSSAI—ZO17(Pt.1) dated 29-06-2018
(copy enclosed) has banned the use of PABA (Para Amino Benzoic Acid) in the
products covered under Nutraceutical Regulations due to safety concerns with
immediate 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 ingredient which is already manufactured / 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withdrawn from the market immediately.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 being sold
in the market as well as on e-commerce platforms.

3. Inview of the above, Commissioner of Food Safety of States/UTs are requested
to carry out surveillance and enforcement and ensure compliance of Order No.
Stds/Nutr(DGCI)/FSSAI-2017(Pt.1) dated 29-06-2018. The action taken report on
surveillance and enforcement on above issue may please be communicated to this

office at the earliest.

4. This issues with the approval of the Competent Authority.

Encl: As above.

Tel: 011-23237433
Email: ed-office@fssai.gov.in

Copy to: -

(i) All Food Business Operators
(i) CITO, FSSAI —with a request to upload it on website.
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In sapersession of the direction dated 29.12.2017 (referved to herainafter as
warlier  divection’)  regavding  clarification o0 implementation of  Fio (lealth
Supplements, Nubraceuticals, Foads lor Special Digtary Use, Food for Special Medical
Purpose, Functional Food and Novel Foud) Regulations, 2016 (referred to heveinafier as
Mutraceutical regulations”), the following timelines ave laid down with respect Lo
compliance to these regulations to ensure smoother transition for food businesses.

(i) New ingredients and additives recom mended by the Scientific Panel for inclusion
iy Nutraceutical regulations and propesed to be included in the existing
schedules as per Annexure [of the ea dier direction are allowed to continug o be
used in the existing formulations® after 30™ June, 2018 Gl such tme the
proposed amendient of the Nutraceutical reguiations in this regard are finalized
and notified. However, the Food Business Operators (FBOs) shall comply with
the provision with respect to permissible limits of ingredients/additives as given
at Annexure-l of the earlier divection,

b

(i)  The carlier divection dated 20.12.2017 contained list of 33 ingredients, which
were not recommended by the Scientific Panet for inclusion in the Nutraceutical
regulations due to fack of data. The Scientific Panel has again reviewed the use of
these ingredients based on the additional data made available by the FEOs and
the followine decisions have been taken accordingly:

fa) FROs are allowed o continue to use the ingredients namely ety
olutathione (50 - 600 mg/day, Max) and ‘alpha eyclodextrin’ {already
covered nnder other libre sources as nentioned in Sehoedule V1, Pare B of
the Mutraceudical vegulations) in the existing products covered under
Nutraceutical Regulations, ill such time the pro posed amendment of the

Nutraceutical regulations in this regard are final fzed and notified.

(b) FBOs are directed to discontinue the use of ingredients namely ‘Succinde

acid’ and 'luosine’ in the  products covered  under  Natraceutical
:
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FROs are directed o discontinue the wue of thgredienis naimely “Paya-
AV, Wanadivm', ‘Prenalit’ and ‘Seleninm dioxide:
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i the products covered under Nuoy lations with tmimediage

pifect due to safery coneerns and no further manuf Cturing of produces

using  these ingredients are allowed. Any produet containing ihese

Cingredients  which  are alveacly manufactured/ imported shall be

(e)

(1)

withdrawn from the markel immedia Lefy,

FBOs are direcied o discontinue the vse of ingredient namely '"D-ribose’

in healih supplements/mutraceuticals with imamediate effect and (1)

further manufacturing of health supplements/mutraceuticals containing
this ingredient for consumption by general population in unsupervised
usage is allowed. For use of D-ribuse in Food for Special Medical Purpose
or Food for Special Dietary Use, prior approval shall be obtained from
Food Autharity. However a ny such products con laining this ingredient
which is already manufactured/ imported aye atlowed ta be sold 1) 30
seplember, 2018,

FEOs wre directed to discontinue the yse of ingredients tamely

odivi lngcotames” in the nroducts coveéred under

Tprifavorie” and

Nubraceutical sulations  with hnmediate effect since they exhibit

propeciies ol & drug and na ;"n:'t:iu_\rm;—ezns,i‘}m:;r'in;; of products using these
ingredients is allowed. However, any such products con taining these
ingredients which are already manufacturad/ imported are allowed to bie

sold il 30% Seprember, 2014,

FBOs are directed to discontinue the use of ingredients/enzyimes na mely
‘Artichoke’, "Kale | ‘owder', ‘Salvig hispanica’, ‘Cashew fruit’, "Passion [ruir,
Kiwi fruit extract’, Broceoli’, ‘Inzymes (Pectinase and Xylanase)' as
healtle supplemenis/ hutraceuticals. However, FROs Ny use these
ingradients/enzymes in the products as geneial ngredients, if permitred
under Food Safety and standards Regulations, without claiming any
benefits as health supplements/ nutvaceuticals for sueh ingredients,
Further, any such producks containing these ingredients which ape
already manufactured/ imported maki ng any such claims are allowed to

be sold tilf 30t saptember, 2018,

() FBOs ave directed 1o discontinue the use of ingredients listed tnder
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(i) I'BUs are Allowed Lo continue the food business of puisting foruwlations

containing nece contbinations of vitamins and minerals only up to one RDA in
dosage formats such as tablets, capsules and syrups fora pe wriod of six months

rom the date of this divection or Lill farther ordenrs ., whichever 1§ ear lier,

(iv) FBQs are Alowed Lo continue the foud business of their existing formuiations
containing vitaming ab nd minerals in Food for Special Dietary {se withont
referring to the energy value (keal/k]) as spe ified under Schedule W gill sueh

time the proposed amendment of the gaid regulations are finalized and notified.

& This issues with the approval of the Competsnt Authority in exercise af the
power ve ested under Section 16 (5) of Food Safety and srandards Act, 2006.

wnclse As ahove

i :\\
(Plarthikeya )
Assistant Director {(Regula rions / Codex)
FSSAL New Delhi.

Ta
1 All Comrissioners ol Baod Satety of All States/UTs
5 Al Autherised Officers, FSoAL
3. All Central Desi gnated officers, FSSAL

Copy fov inform: ation:

I, PPSto Chairperson, FOSAL
Fa P& to B L“ l"\ \r\:

3. Al Divisional Heads in FESALL Mew Dethi,




10, Viramin D3 (Veg)
Chaga oxiract ({nonotus obliguus)

Poultinia cupaid

Saw palimetto

Notoginseng

Chlorella Growth Cactor

Pine bhavk pxtractod from Pinny radiata

Pine bark extract from Pinas pistaster

2 Oxalabacter formigenes
 Phytavail iron
L, Tea tree oil




