NEUROCOOL PATCHES- neurocool patches patch
Blue Heron Pharmaceuticals LLC

NeuroCool

Active Ingredients
Lidocaine 4%

Menthol 1%

Purposes

Topical analgesic

Uses

For the temporary relief of pain

Warnings

For external use only

Do Not Use

e If you are allergic to Lidocaine or Menthol

e On open wounds or on damaged, broken or irritated skin

e Remove immediately if you sense a burning sensation after application

When using this product:

Do not use other topical products.

Do not allow contact with eyes or mucous membranes

Keep away from excessive heat.

Do not apply heating pad to area of use.

Apply only to clean, dry, untreated skin.

Use only as directed. Read and follow all directions and warnings on this label.

Stop use and ask a doctor if:
e Condition worsens
e Symptoms persist for more than 7 days

If pregnant or breast-feeding,

Ask a physician before use.



Keep out of reach of children

If put in mouth, get medical help or contact a poison control center right away. Dispose
of used product away from children and pets.

Directions

Adult and children 12 years of age and over:

e Clean and dry affected area

e Peel patch off plastic liner and place patch on affected area for no more than 12
hours

e Wash hands after applying patch

e Under age 12, consult a physician before use

e For easier removal of the patch, apply rubbing alcohol or baby oil to adhesive edge
while gently peeling

Children under 12 years of age: Consult a doctor

Storage
e Store at 68-77°F (20-25°C) - Room Temperature
e Do not exceed 100 °F (38 °C)

Inactive Ingredients

Acrylic Adhesive, Polyethylene Fabric

Questions?
Call: 813-380-0271

Label
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Product Type

Route of Administration

NEUROCOOL PATCHES

neurocool patches patch

Product Information

HUMAN OTC DRUG
TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Inactive Ingredients

Ingredient Name

LIDOCAINE (UNII: 98P1200987) (LIDOCAINE - UNII:98P1200987)
MENTHOL (UNII: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A)

Item Code (Source)

Basis of Strength

LIDOCAINE
MENTHOL

NDC:85622-500

Strength
4 mg in 100 mg
1 mg in 100 mg

Strength




ACRYLIC ACID (UNII: J94PBK7X8S)

Packaging
Item -
# Pack D ription
Code ackage Descriptio
NDC:85622- .
1 500-15 15 in 1 BOX
1 1 mg in 1 POUCH; Type 2: Prefilled Drug Delivery

Device/System (syringe, patch, etc.)

Marketing Information

Marketing
Category

OTC Monograph Drug 505G(a)(3)

Application Number or Monograph
Citation

Labeler - Biue Heron Pharmaceuticals LLC (137019051)
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Marketing Marketing
Start Date End Date
10/13/2025

Marketing Start
Date

10/13/2025
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