MANUKA HONEY EXTRA STRENGTH- allantoin gel
First Honey LLC

Manuka Honey Ointment Extra Strength

Drug Facts

Active ingredient
Allantoin 0.5%

Purpose

Skin Protectant

Uses

e Temporarily protects minor

cuts

scrapes

burns

helps prevent and temporarily protects and helps relieve chafed, chapped, or cracked
skin

Warnings

For external use only

Do not use

¢ In the eyes

e On deep or puncture wounds

e Animal bites
e Serious burns

Stop use and ask a doctor if

e Conditions worsen

e Symptoms last more than 7 days or clear up and occur again within a few days
Keep out of reach of children.

If swallowed, get medical help, or contact a Poison Control Center right away.

Directions

Apply as needed.



Inactive ingredients

Helianthus Annuus Extract, Lecithin, Manuka Honey, Oryza Sativa Bran Extract,
Propanediol, Potassium Sorbate, Rosmarinus Officinalis Leaf Extract, Sodium Acrylates
Copolymer, Sodium Benzoate, Tetrasodium Glutamate Diacetate, Tocopherol, Water
(Aqua).

Questions?
1-615-488-8168

Package Labeling:
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Directions for use:
Clean the affected area.
Apply ointment directly
to wound. Cover with

a sterile bandage.

Dressing change:
Depending on wound
type, the product may

require a daily application.

Re-apply as necessary.

Contraindications:

Do not use on patients
with known sensitivity

to honey. Minor stinging
may be experienced due
to osmotic action and/or
the low pH of honey. This
should be temporary, if
pain persists, discontinue
use of the dressing and
gently irrigate the wound

with sterile saline solution.

Caution: Although there
is no record of increased
blood sugar levels in
patients with diabetes
due to the use of honey
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Net Weight
0.750z - 21g

First Honey is the global
leader in over-the-counter
medical honey treatments
for natural, antibiotic free
wound care. Our team of
beekeepers and scientists
have dedicated themselves
to providing the highest
quality honey, harvested
from the powerful nectar
of New Zealand’s native
Manuka flower.
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Created for the moments
in everyday life when you
need safe and effective
care for the ones you love.
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MANUKA HONEY EXTRA STRENGTH

allantoin gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:81995-050

Ingredient Name Basis of Strength Strength

ALLANTOIN (UNII: 3445277G0Z) (ALLANTOIN - UNII:3445277G0Z) ALLANTOIN

Inactive Ingredients

Ingredient Name
PROPANEDIOL (UNII: 5965N8W85T)
POTASSIUM SORBATE (UNII: 1VPU26JZZ4)
ROSEMARY (UNII: 1)67X351P9)
SODIUM BENZOATE (UNII: OJ245FE5EU)
TETRASODIUM GLUTAMATE DIACETATE (UNII: 5EHL5014MY)
TOCOPHEROL (UNIl: ROZB2556P8)
WATER (UNIl: 059QFOKOOR)

Packaging

# Item Code Package Description Marketing Start
Date

1 NDC:81995-050- 1 . 1 CARTON 06/01/2024

01

21 g in 1 TUBE; Type 0: Not a Combination
Product

5mg inlg

Strength

Marketing End
Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO016

Labeler - Ffirst Honey LLC (080994597)

Revised: 2/2025

Marketing Start
Date

09/01/2024

Marketing End
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