LABOFLEX COOL AND HOT MENTHOL 1.25 PERCENT CAPSAICIN 0.025
PERCENT- menthol, capsaicin patch
Laboflex, Inc.

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

LABOFLEX Cool & Hot Patch

ACTIVE INGREDIENTS
Menthol 1.25%

Capsicum extract 0.025% as Capsaicin

INACTIVE INGREDIENTS

Aluminum Glycinate, Butylhydroxytoluene(BHT), Carboxymethylcellulose Sodium,
Glycerin, Disodium EDTA, Kaolin, Polysorbate 80, Povidone-K90, Propylene Glycol,
Sodium Polyacrylate, Tartaric Acid, Titanium Dioxide, Purified W ater

PURPOSE

Topical Analgesic

WARNINGS
For external use only

Do not use @ On wounds or damaged skin @l With a heating pad B If you are allergic to
any ingredients of this product.

Keep out of reach of children

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control
Center right away

Uses

For temporary relief of minor aches and pains of muscles and joints associated with |l
Simple backache B Arthritis Wl Strains Wl Bruises Wl Sprains

Directions

Adult and children 12 years of age and over :




B Clean and dry affected area B Remove film from patch and apply to the skin l Apply
to affected area not more than 3 to 4 times daily ll Remove patch from the skin after at
most 8-hour application.

Children under 12 years of age : Consult a doctor

Other Information

B Avoid storing product in direct sunlight W Protect product from excessive moisture

Questions or Comments

Questions or comments? Call toll-free 1-800-655-0252 or email: wooshinlabo-
us@wooshinmed.com

When using this product

When using this product Bl Use only as directed Bl Avoid contact with the eyes, mucous
membranes or rashes ll Do not bandage tightly ll Discontinue use at least 1 hour
before a bath or shower Bl Do not use immediately after a bath or shower.

Stop use and ask a doctor if

Stop use and ask a doctor if B Skin reactions such as redness, itching, rash
excessive irritation, burning sensation, swelling or blistering occur @l Condition worsen
B Symptoms persist for more than 7 days ®

Symptoms clear up and occur again within a few days.

If pregnant or breast-feeding

If pregnant or breast-feeding, ask a health professional before use.
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Drug Facts E < h
“Active ingredient Purpose or minor aches

Capsicum extract 0.025% as Capsaicin Topical Analgesic an d p a i nre l i ef

L-Menthol 1.25% Topical Analgesic

Uses For temporary relief of minor aches and pains of muscles and joints associated with Ba C k
m Simple backache m Arthritis m Strains m Bruises m Sprains

T— Neck
For external use only Shoulders

Do not use ®On wounds or damaged skin @ With a heating pad ®If you are allergic to any ingredients

ot prouct Knees & Elbow

‘When using this product ® Use only as directed ® Avoid contact with the eyes, mucaus membranes or N

rashes ® Do not bandage tightly m Discontinue use at least 1 hour before a bath or shower ® Do not use - 2

immediately after a bath or shower. ~ 5

Stop use and ask a doctor if m Skin reactions such as redness, itching, rash excessive irritation, burning

‘sensation, swelling or blistering occur m Condition worsen ® Symptams persist for more than 7 days
up and occur again within a few days.

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center

right away.

Directions

Adults and children 12 years of age and over

m Clean and dry affected aream Remove film from patch and apply to the skin m Apply to affected area nof

more than 3 to 4 times daily m Remove patch from the skin after at most 8-hour application.

12 years of age Consult a doctor.
Other Information
= Avoid storing product in direct sunlight ® Protect product from excessive moisture
Inactive ingredients
Cé Edetate sodium,

Glyeerin, Kaolin, Polysorbate 80, Polyvinylpyrrolidone, Propylene glycol, Sodium polyacrylate, Tartaric acid,
Titanium dioxide, Water

Questions or comments? Call ol -free 1-800-655-0252 or emai: wooshinlabo-us@wooshinmed.com To p i ca l A na l ge Si (o}
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Drug Facts .
e grdent For minor aches

Gapsicum exract 0025 Topica Analgesic

[“Meninol 125% Topica Analgesic / \ and pain relief

Uses For temporary relief of minor aches and pains of muscles and joints associated with

= Simple backache m Arhrits m Strains m Bruises m Sprains

Warnings B a C k
For external use only

Do notuse mOn wounds or damaged skin W With a eating pad m If you are allergic 1 any ingredients. \ N € Ck
of this product. S h o u ld e rs

When using this product mUse only as directed ™ Avoid contact with the eyes, mucous membranes or
rashes ® Do not bandage tightly ® Discontinue use at least 1 hour before a bath or shower Do not use
immediatey aftera bath r Shower, Knees & Elbows
‘Stop use and ask a doctor if mSkin reactions such as redness, iiching, rash excessive irritation, buming
sensation, swelling or biistering occur m Condition worsen m Symptoms persist for more than 7 days
‘mSymptoms clear up and ocur again within a few days.

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Gontrol Genter

right aveay.

— I
Adults and children 12 years of age and over ~

= Clean and dry affected area m Remove film from paich and apply to the skinm Apply o affected area not e

more than 3 to 4 times daily m from the skin after at most &-hour applcatin.

Children under 12 years of age Consulta doctor.

- Other Information
= Avoid in direct sunlight m Protect product from excessive moisture
Inactive ingredients
[ . Di aminoacetate \
Glyoerin, Kaolin, Polysorbate 80, Polyvinylpyrrolidone, Propylene glycol, Sodium polyacrylate, Tartaric acid,

Titanium dioxide, Water

Questions or comments? Call toll-free 1-800-655-0252 or email: wooshinlabo-us@wooshinmed com
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LABOFLEX COOL AND HOT MENTHOL 1.25 PERCENT CAPSAICIN
0.025 PERCENT

menthol, capsaicin patch

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:83655-103

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MENTHOL (UNIl: L7T10EIP3A) (MENTHOL - UNII:L7T10EIP3A) MENTHOL 87.5 mg
CAPSAICIN (UNIl: S07044R1ZM) (CAPSAICIN - UNII:S07044R1Z M) CAPSAICIN 1.75 mg

Inactive Ingredients

Ingredient Name Strength
DIHYDROXYALUMINUM AMINOACETATE (UNIl: DO250MGOW6)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNIl: K6790BS311)
POVIDONE K90 (UNIl: RDH86H)V5Z)
BUTYLATED HYDROXYTOLUENE (UNII: 1P9D0Z171K)
SODIUM POLYACRYLATE (2500000 MW) (UNII: 05I15)NI2))
GLYCERIN (UNIl: PDC6A3C00X)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TARTARIC ACID (UNII: WA888I119H)
EDETATE DISODIUM (UNII: 7FLD91C86K)
WATER (UNIl: 059QFOKOOR)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
KAOLIN (UNII: 24H4NWX5CO)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:83655-103- 3 in 1 carTON 08/28/2023
1 5in 1 POUCH; Type 0: Not a Combination
Product
2 NDC:83655-103- 5 in 1 POUCH; Type 0: Not a Combination 08/28/2023
12 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not 1344 08/28/2023

final



Labeler - Laboflex, Inc. (128394050)

Registrant - Laboflex Inc. (128394050)

Establishment
Name Address ID/FEI Business Operations
WOOSHIN LAPACHE d.o.o. 507385209 manufacture(83655-103)

Revised: 9/2023 Laboflex, Inc.
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