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Glucosyl Hesperidin GRAS Notice
Part 2 identity, method of manufacture, specification

and physical or technical effects
sensitivity of the analytical test. Therefore the term “qualified” was used. Total aerobic

microbial count was within the set limit and all lots were negative for coliform

organisms.

Table 2-4 Five (5) Lot Analyses of GH

Hayashibara Co., Ltd.

December 13, 2019

Lot No.
Variables |[Specifications
8G051 8G221 8HO71 8H221 8H301
A pale yellow to
yellow-brown
Description pOWdzlri ;;V'ng 3l Qualified | Qualified | Qualified | Qualified | Qualified
characteristic
odor
Identification | A brown color . " . . .
(1) develops. Qualified | Qualified | Qualified | Qualified | Qualified
Exhibits a peak at
the position
corresponding to
; : monoglucosyl
'ge"t'ﬁcam” hesperidin, having| Qualified | Qualified | Qualified | Qualified | Qualified
(2) an absorption
maximum at a
wavelength of 280
— 286 nm.
Manoglizmsyl| 75.0-85.0% | 774 76.6 78.4 75.5 75.1
hesperidin (d.b.)
I°‘a' . >70.0% (db)| 758 74.1 76.6 743 73.9
esperidin
Loss on drying £6.0% 2.7 2.6 25 27 2.7
Residue on &
ignition <2.0% 0.04 0.08 0.07 0.05 0.06
pH 50-7.0 8.7 56 5.8 5.7 5.7
Lead (as Pb) <0.1 ug/g Qualified | Qualified | Qualified | Qualified | Qualified
ﬁ;s)e"'c (Ae <1.5pg/g | Qualified | Qualified | Qualified | Qualified | Qualified
Total aerobic
microbial count = 300 CFU/g 0 2 0 0 0
Coliform . . . . . .
organisms Negative/0.1 g | Negative | Negative | Negative | Negative | Negative
Protin ik - <50 uglg | < 50 pglg | < 50 uglg | < 50 uglg | < 50 g/
Specification) Ha/g Hg/g Hg/g Ha/g Ha/g
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Glucosyl Hesperidin GRAS Notice Hayashibara Co., Ltd.
Part 7 List of supporting data and information December 13, 2019

May 6, 2019

To: Hayashibara Co., Ltd.

From: NutraSource

Subject: Estimated Daily Intakes (EDIs) of Glucosyl Hesperidin as Hesperidin

Objective

Hayashibara intends to market glucosyl hesperidin as a direct ingredient in select
conventional foods. The estimated daily intakes (EDIs) of hesperidin were calculated
as: 1) EDIs under the intended use, 2) EDIs of naturally occurring hesperidin from the
diet, and 3) combined EDIs under the intended use and from the diet.

As shown in Table 1, Hayashibara proposes to use glucosyl hesperidin in food
applications at use levels of 500 mg per serving of food. The intended food
applications include yogurt, chocolate, and gumdrops (gummis) and hardy candy,
coffee and tea, soft drinks, fruit and vegetable juice drinks and lemonade, fruit flavored
drinks or fruit juice, and concentrates, water (bottled- sweetened or flavored; fortified)
nutritional drinks and powders, energy drinks and powders, sports drinks and powders,
fluid replacements, and other functional beverages.

Table 1. Intended Use and Maximum Use Levels of Glucosyl Hesperidin

Glucosyl Hesperidin,

hesperidin, mg/ mg/serving
Food category serving
Yogurt 500 364.9
Chocolate (sweet or dark; milk chocolate candy 500 364.9
plain)
Gumdrops (gummi) and hard candy 500 364.9
Beverages; coffee, tea 500 364.9
Soft drinks (including carbonated water 500 364.9
sweetened)
Fruit and vegetable juice drinks and lemonade 500 364.9
Fruit flavored drinks or fruit juice and powders 500 364.9
Water (bottled - sweetened or flavored; fortified ) 500 364.9
Nutritional drink and powders 500 364.9
Energy drinks and powders 500 364.9
Sports drinks and powders 500 364.9
Fluid replacements 500 364.9
Functional beverages 500 364.9
Methods

Using food intake data reported in the 2013-2016 NHANES, exposure levels to
glucosy! hesperidin that will result from the intended uses were estimated (Tables 2
and 3). The most recent NHANES (2013-2016) compiled by the National Center for
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Table 2. The Current Glucosyl Hesperidin Specifications and Original

Specifications

Variable Specification Specification in Original
_ _ GRAS Notice
Description A pale yellow to yellow-brown | (Appearance) Light yellow to

powder having a slight
characteristic odor.

yellowish brown powder with
slight characteristic odor.

Identification (1)

A brown color develops.

The solution turns into brown.

Identification (2)

Exhibits a peak at the position
corresponding to
monoglucosyl hesperidin,
having an absorption
maximum at a wavelength of
280-286.

Identify the maximum
absorption at 280 — 286 nm.

Monoglucosyl hesperidin
(d.b.)

75.0 - 85.0%

Not less than 70% (on the
dried base)

Total hesperidin (d.b.)

Note less than 70%

Not less than 70%

Loss on drying

Not more than 6.0%

Not more than 6.0%

Residue on ignition

Not more than 2.0%

Not more than 2.0%

pH

5.0-7.0

5.0-7.0

Lead (as Pb)

Not more than 0.1 ug/g

Not more than 0.1 ug/g

Arsenic (as As)

Not more than 1.5 ug/g

(There was no Arsenic
specification)

Total aerobic microbial
count

Not more than 300 CFU/g

(Viable count) Not more than
300 CFU/g

Coliform organisms

| Negative/0.1g

Negative/0.1g

Specifications names written in (parentheses) means the name of the specification was

changed.
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