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Drug makers in bind due to stand on methylcobalamin

OUR BUREAU, MUMBAI

®uc makers are in a bind due o Food

Safety and Standards Authority of India

{FSSAl)'s dubious stand on approval of

‘methylcobalamin, commonly known as
vitamin B12.

On the one hand, Bhaskar Narayan, advisor
{science & standards), FSSAI has reiterated that
methylcobalamin should not be used by manu-
facturers as it is not listed under the Food Safety
and Standards (Health Supplements, Nutraceu-
ticals, Food for Special Dietary Use, Food for
Special Medical Purpose, Functional Foods and
Novel Foods) Regulations, 2016

the other hand, thousands of FSSAI ap-
proved brands with methylcobalamin (far be-
yond the recommended dietary value limits) are
already available in the marl

Few of them are Health Aid Vitamin B12 (meth-
yleobalamin) 1500 mcg, Nature Made Vitamin
B12-1000 meg, B-12 dots by Twinlab-500 mcg, Jar-
row Formulas, Methyl B-12-1000 mcg, Nature's
Bounty Vitamin B-12 1000 mcg, Sousce naturals
wmvlmh.dmn \v‘uamm B12-5000 meg, nnlw
wbhm{wl

amin 1500mcg, Bhumia Lifesciences vitamin B12
1500 meg, biuebormet liquid methyloobalamin
- vitamin B12 Im.ngEZMsleasmhﬂ-
‘cobalamin, 2,500 mcg and Garden of Life Vitamin
‘Code vitamin B12-1000 mcg eic.

FSSAI had banned methylcobalamin through
the gazette passed in 2016. The product was
later approved by the scientific committee of
FS5Al in December 2019 based on scientific evi-
dence of its safe use but the amended

regulate certain vital bodily functions like cell
multiplication, bleod formation, and protein
synthesis. Most of the manufacturers are contin-
uously manufacturing the said product which
proves the inefficiency of FSSAL

When asked about easy availability of methyl-
cobalamin in absence of FSSAI's s gazette notifica-
tion on removal of ban on the product, Bhaskar
Narayan clarified that methyloobalamin can be
used with prior approval by the food authority.

The easy availability of methylcobalamin far
beyond the recommended dietary value (RDA)
has led the experts in a dilemma to conclude

mcg, Cobaforte €D3 phus tablet- 1500 mag, nocob
mithyleobalamin 1500meg, unived methylcobal-

whether is approved or not
and if the RDA is applicable to methylcobala-
min or not. Considering methyl Jeobalamin is

banned, how many brands of methylcobalamin
are available in the market? And if considering
methylcobalamin is not banned the question
arises, why approval status is not m

products can contain vitamins or minerals o
CONTINUED ON pS ™

Regulator issues draft prescribing Basmati rice stds

'OUR BUREAU, NEW DELHI

THE Indian food autharity, FSSAL has issued
a draft prescribing ‘Basmati Rice Standards’
and sought stakeholders comments on the
same. Called the Food Safety and Standards
(Food Products Standards and Food Addi-
tives) Amendment Regulations, 2021, it in-
cludes standards for ‘Basmati Rice’ in regula-
tion number 2.4 that covers cereals and cereal
products

According to the draft, ‘Basmati Rice shall be
‘mature kemels of the varieties of Oryza sativa
L. notified under the Seeds Act, 1966 (54 of
1966) as Basmati, which shall possess natural
fragrance, characteristic of Basmati rice bothin
raw and cooked forms and shall be free from
artificial colouring, polishing agents and artifi-
cial fragrances.’

The types of Basmati Rice include Brown
Basmati, Milled Basmati, Parboiled Brown (de-
husked), Milled Parboiled and Blended Basmati
Rice (mixture of milled Basmati rice -80% with
other long grain non-Basmati rice).

The draft says that the Average Length (mm)
of Basmati rice should be 7.0 and above for
brown rice, and 6.61 and above for milled va-
riety. The average cooked rice length (mm)
should be 120 while the average length —

breadth ratio should be 3 5mm.

The other standards include, moisture per-
cent by mass, not more than 14%, other va-
rieties of non-Basmati rice (per cent by mass
with Basmati rice), not more than 5.0%, dam-
aged discoloured grains (per cent by mass),
not more than 1%, alkali spreading value
{ASV) 4.0-7.0, and uric acid (mg per kg), not
more than 100mg.

Further, ﬂnm\ﬁmumm for Basmati Rice va-
riety shall be done by Polymerase Chain Reac-
tion (PCR) test, if required.

Also, every package of Blended Basmati Rice
containing Milled Basmati Rice and other extra

long grain rice shall carry the label, - "BLEND-
ED BASMATI RICE contains Milled Basmati

Rice...... per cent’. Other extra long grain nan-
Basmati nice ___ per cent’. Besides, the type of
broken rice, such as Tibar, Dubar, Mogra shall
be prominently mentianed on the label

The length prescribed by the FSSAI for bro-
ken Basmati rice includes: Basmati Rice Tibar
{65 mm), Basmati Rice Dubar (>6.1 mm), Bas-
‘mati Rice Mini Dubar (>5.25 mm), Basmati Rice
Mogra (>4.4mm) and Basmati Rice Mini Mogra
(>3.8 mm). Rest of the parameters for long grain
Basmati rice will beapph:ablemﬁmhmkm
Basmati rice as well.
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FSSAI amends organic food norms;
exempts aggregators from compliance

OUR BUREAU, NEW DELHI

THE Food Authority has amended the
Organic Food Regulations of 2017 to
include provisions that aggregators or
intermediaries shall be exempted from
complying with the applicable provi-
sions of the “organic’ food certification
system.

‘The amendment regulations were noti-
fied as the first amendment regulations
for organic food standards to include
a sub regulations 3 under regulation 4
{applicability of systems), which reads,
“Aggregators o Inlermediaries who
collect organic food from small original
producer or producer organisation and
sell it to the end consumer directly, are
exempted from the provisions of the sys-
tems referred in sub-regulation (1) and
they shall maintain records of traceability
and comply with any of the provisions of
the systems mentioned in sub-regulation
{1) and organic food shall not carry Food
Safety and Standard Authority of India's
arganic logo,”

The sub-regulation 1 says that the or-

ganic food offered or promoted for sale
shall also comply with all the applicable
provisions of one of the following sys-
tional Progzamme
uction |\l‘.|l‘r (i) P

v

standards 25 may be nofified tv_& the Food
Authority from time to time

Also for labelling provisions under
Regulation 5 of the Organic Food Regula-
tions, the amendment notification added

) which says, “In-
conversion  products under PGS-India
may be labelled as PCS-Green' and may
also be labelled as
organic” and the comversion
under NPOP may be labelled as “In-
conversion 1o ofganic” and shall men
tion the year of conversion and such in
conversion products shall not carey Food
Safety and Standard Authority of India’s

Under PGS and NFOP sepanate logos
were mandated for inconversion farms
(tracitional farms that are in process of get-
ting converied info onganic farms). 2

Under the
]unsdlctlon of DCGI

CONTIRUED FROM p's
toitsRDA \Lam_.ta-'um'r who
wants o produce, import,

roducts

No adverse effect has besn
associated with excess meth-
yicobalamin intake from food
or supplements in healthy
individuals Mmh\lmbau
min has a history of safe lang-
term use as a therapeutic
agent given in high dosage
or via i injection

ing due to missing
formation on tole L\h
limit (TUL) of vitamin B12
(methyloobalamin to be spe
cific) from the public domain,

for the treatment of disorders
associated  with  impaired
vitamin BI2 absorption, Ad-
diionally, we had received a
letter in December 2019 from
FSSAI about methyloobalamin
approved RDA value for neu-
rulogical disorders by the ech-
nical committee but industry
is yet 1o see the notification on
the same,” added Dr Agrawal

He stressed the need to
bring regulation of nutra-
ceuticals under the jurisdic-
tion of DCGI who are well
equipped to regulate these
products. 2

Loke Colours, Food Colours & Natural Colours

available as per customer specific dye content and blends

Attn.: Pharmaceutical, Capsules, Tablets Cosmetics &
Edible Product Manufacturers & Excipient Suppliers

INDIGO CARMINE LAKE (E132)
PATENT BLUE V LAKE [E131)

ALLURA RED LAKE [E129)
AMARANTH LAKE (E123)

BRILLIANT BLACK LAKE (E151)
RILLIANT BLUE FCF LAKE (E133)

CARMOISINE LAKE (E122)

CHOCOLATE BROWN HT LAKE

ERYTHROSINE LAKE (E127)

FAST GREEN LAKE

FAST RED E LAKE

'GREEN 5 LAKE (E142)

PONCEAU 4R LAKE (E124)
QUINOLINE YELLOW LAKE (E104)
RED 2G LAKE (£128)

SUNSET YELLOW FCF LAKE (E110)
TARTRAZINE LAKE (E102)
BLENDED : APPLE GREEN/

PEA GREEN/BLACK/BROWN LAKES
IRON OX]DES (RED/YELLOW/BLACK)

Also avoilable D & C Colours and D & C Lokes Like
Green 5, 6 / Violet 1,2 / Yellow 7,8 / Red 4,6,7,17, I’Il.!!,!?,uJOEJM

Manufacturers & exporters of lake colours & food colours

Standardcon Pvr. L1d.

D-14/5, TTC Ind. Area, , Near Reconda Village, Turbhe, Navi Mumbai - 400 705, INDIA
Ph: +91 93231 32280/ 91371 79278 Mobile: +91 70216 73493/93230 87138
rdcon.com Web: www,standardcon.

E-mail: export@standal

com

CIN: US1900MH1998PTC117419
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