3% MENTHOL PLUS 0.083% CAPSAICIN PAIN RELIEF PATCH (2
PATCHES/POUCH) - pain relief patch, pain relief strip patch

5% MENTHOL PAIN RELIEF PATCH (1 LARGE PATCH/POUCH)- pain relief
patch patch

5% MENTHOL PAIN RELIEF PATCH (2 PATCHES/POUCH) - pain relief

patch patch

0.025% CAPSAICIN PATCH (2 PATCHES/POUCH) 82632- capsaicin pain relief
patch, capsaicin pain relief strip patch

Koolcare Technology Co., Ltd

0.025% Capsaicin Patch (2 Patches/Pouch) NDC: 84205-005-00

Compare to the active ingredient in Compare to the active ingredient in
O Salonpas® - Hot Capsicum Patch® O a?)npas - Hot Canslcgum Patch®
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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 (1-800-222-1222) immediately.

DIRECTIONS
Adults and Children 12 years of age and over:

Arthritis
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Uses
Topical Analgesic

For temporary relief of minor aches and pains of muscles & joints associated with:
Simple Backache

Arthritis

Strains

Bruises

Sprains



Warnings
WARNINGS: EXTERNAL USE ONLY

DO NOT USE

e on wounds or damaged skin

e with a heating pad

e with or at the same times as other external analgesic
e if you are allergic to any ingredients of this product

When using this product

e do not use otherwise than as directed

avoid contact with the eyes, mucous membranes or rashes
do not bandage tightly

discountinue use at least 1 hour before a bath or shower
do not use immediately after a bath or shower

STOP USE and ask a doctor if

e rash, itching or excessive skin irritation develops

e conditions worsen

e symptoms persist for more than 7 days

e symptoms clear up and occur again with 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 (1-800-222-1222) immediatedly.

Inactive Ingredients

Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminoacetate Anhydrous, Edetate
Disodium, Kaolin, Propylene Glycol, Polysorbate 80, Carboxymethylcellulose Sodium,
Carbomer, Purified Water, POVIDONE K90, Tartaric Acid, DMDM Hydantoin
Directions

DIRECTIONS

Adults and Children 12 years of age and older:

e Clean and dry affected area

e Remove patch from fim

e Apply to affected area not more than 3 to 4 times daily

e Remove patch from skin after at most 8 hours of application

Children under 12 years of age: Consult a doctor.

Purpose
TOPICAL ANALGESIC

Warnings
KEEP OUT OF REACH OF CHILDREN. If swallowed, get medical help or contact a



Poison Control Center (1-800-222-1222) immediatedly.

0.025% Capsaicin Patch (24 Pouches/Box) NDC: 84205-005-01
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Salonpas® - Hot Capsicum Pat:

CAPSAICIN
HEAT PATCH

Temporary Relief of
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Pains of Muscles &
Joints Associated

Sprains

2 Patches/Pouch

(24 Pouches)
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113¢m x 18em)
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Uses

Topical Analgesic

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

Simple Backache
Arthritis

Strains

Bruises

Sprains

Warnings
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CAPSAICIN
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Temporary Relief of
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Joints Associated
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Arthritis
Backaches
Bruises
Strains

Sprains

2 Patches/Pouch

(24 Pouches)
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TOPICAL ANALGESIC

TOPICAL ANALGESIC
CAPSAICIN HEAT PATCH




WARNINGS: EXTERNAL USE ONLY

DO NOT USE

e on wounds or damaged skin

e with a heating pad

e with or at the same times as other external analgesic
e if you are allergic to any ingredients of this product

When using this product

e do not use otherwise than as directed

avoid contact with the eyes, mucous membranes or rashes
do not bandage tightly

discountinue use at least 1 hour before a bath or shower
do not use immediately after a bath or shower

STOP USE and ask a doctor if

e rash, itching or excessive skin irritation develops

e conditions worsen

e symptoms persist for more than 7 days

e symptoms clear up and occur again with 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 (1-800-222-1222) immediatedly.

Inactive Ingredients

Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminoacetate Anhydrous, Edetate
Disodium, Kaolin, Propylene Glycol, Polysorbate 80, Carboxymethylcellulose Sodium,
Carbomer, Purified Water, POVIDONE K90, Tartaric Acid, DMDM Hydantoin

Directions

DIRECTIONS

Adults and Children 12 years of age and older:

e Clean and dry affected area

e Remove patch from film

e Apply to affected area not more than 3 to 4 times daily

e Remove patch from skin after at most 8 hours of application

Children under 12 years of age: Consult a doctor.

Purpose



TOPICAL ANALGESIC

Warnings

KEEP OUT OF REACH OF CHILDREN. If swallowed, get medical help or contact a
Poison Control Center (1-800-222-1222) immediatedly.

5% Menthol Pain Relief Patch (2 Patches/Pouch) NDC: 84205-006-00
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COLD & HOT

Drug Facts

Active Ingredient Purpose
Menthol 5% Topical analgesic
Uses

Temporarily relieve minar pain associaced wih:

E c «arthritis + simple backache * musle strains + bursitis + tendonitis *strains + bruises  + cramps c
£ N " . . E|E WARNINGS £
g |° Contains Puain relieving 'S 6" | for external use oniy. 0
o i
Menthol 5% ointment on When using this product - use only as directed + do not bandage tightly or use with a heating pad
N + avoid contact with eyes and mucous membranes + do not apply to wounds or damaged skin,
(e %st on L()H!f.(lc'l' a breathable Stop use and ask a doctor if + condition worsens + symptoms persist far more than 7 days or clear
~ for cooling pain adhesive pad up and occur again within a few days+ rediness i present_+ skin irriation develops
relief If pregnant or breast-feeding, ask a health p before use

Keep out of reach of children.
If swallowed, get medical help or contact a Poison Control Center right away.
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Directions I
Adults and Children 12 years of age and older: |
« peel off protective backing and apply sticky side to affected area
- carefully remove backing from patch !
* should be used up to 8 hours |
- should be used no more than 3 times a day i
* children under 12 years of age: consult a doctor
1
1
1
1
1
1
1
1
1
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Other information
ore at room temperature 68° to 77°F (20° to 25°C)

Inactive ingredients

lycerin, Sodium Polyacrylate, Dihydr Anhydrous, Edetate Disodium, Kaclin,
Carbormer, Carboxymethylcellulose Sodium, Purified Water, Tartaric Acid, POVIDONE K90, DMDM
Hydantoin, Alcohol 95%, Polysorbate 80

Manufacturer
Koolcare Technology Co., Ltd

Wenly Heathcare Park, No. 18, Zhenbei Road, Xinyi city,
Jiangsu province, China 221400
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Uses

Topical Analgesic

Temporary relieve minor pain ssociated with:
Arthritis

Simple Backache

Muscle Strains

Bursitis

Tendonitis

Strains

Bruises

Cramps



Warnings
WARNINGS

For external use only.

When using this product

e use only as directed

do not bandage tightly or use with a heating pad
avoid contact with the eyes and mucous membranes
do not apply to wounds or damaged skin

Stop use and ask a doctor if

e condition worsens

e symptoms persist for more than 7 days or clear up and occur again within a few
days

e redness is present

e skin irritation develops.

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.

Inactive Ingredients

Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminoacetate Anhydrous, Edetate
Disodium, Kaolin, Carbomer, Carboxymethylcellulose Sodium, Purified W ater, Tartaric
Acid, POVIDONE K90, DMDM Hydantoin, Alcohol 95%, Polysorbate 80

Directions
Directions

Adults and Children 12 years of age and older:

Peel off protective backing and apply sticky side to affected area.
Carefully remove backing from patch

Should be used up to 8 hours

Should be used no more than 3 times a day

Children under 12 years of age: Consult a doctor.

Purpose

Topical Analgesic



Warnings
Keep out of reach of children.

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

5% Menthol Pain Relief Patch (24 Pouches/Box) NDC: 84205-006-01
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Uses

Topical Analgesic

Temporary relieve minor pain ssociated with:
e Arthritis

e Simple Backache

Muscle Strains

Bursitis

Tendonitis

Strains

Bruises



e Cramps

Warnings
WARNINGS
For external use only.

When using this product

use only as directed

do not bandage tightly or use with a heating pad
avoid contact with the eyes and mucous membranes
do not apply to wounds or damaged skin

Stop use and ask a doctor if

e condition worsens

e symptoms persist for more than 7 days or clear up and occur again within a few
days

e redness is present

e skin irritation develops.

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.

Inactive Ingredients

Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminoacetate Anhydrous, Edetate
Disodium, Kaolin, Carbomer, Carboxymethylcellulose Sodium, Purified W ater, Tartaric
Acid, POVIDONE K90, DMDM Hydantoin, Alcohol 95%, Polysorbate 80

Directions
Directions

Adults and Children 12 years of age and older:

Peel off protective backing and apply sticky side to affected area.
Carefully remove backing from patch

Should be used up to 8 hours

Should be used no more than 3 times a day

Children under 12 years of age: Consult a doctor.

Purpose

Topical Analgesic

Warnings



Keep out of reach of children.

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

3% Menthol plus 0.083% Capsaicin Pain Relief Patch (2 Patches/Pouch) NDC:
84205-007-00
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FAST-ACTING PAIN RELIEF

Drug Facts

Active Ingredients (in each gram) Purpose
Menthol 30 mg Topical Analgesic

HOT PATCH

For fast relief of minor * Arthritis

aches and pains * Strains

due to: * Bruises
: * Sprains

Capsaicin 0.83 mg Topical Analgesic

Uses
Temporarily relieves minor pain associated with:
«arthritis * simple backache * bursitis * tendonitis * muscle strains * bruises * cramps

WARNINGS: EXTERNAL USE ONLY

5m
5m
5mm
5mm

When using this product - use only as directed - do not bandage tightly or use with a heating pad
+ avoid contaet with eyes and muceus membranes * do net apply to wounds or damaged skin.

205 mm

STOP USE and ask a doctor - condition worsens + symproms persist for more than 7 days or clear
Up and oceur again within a few days + redness is present - skin irritation develops

If pregnant or breast-feeding, ask a health p I before use

KEEP OUT OF REACH OF CHILDREN.
If swallowed, get medical help or contact a Poison Control Center (1-800-222-1222) immediately.

I |
I |
I I
I I
I I
I |
I I
I |
I |
I |
I I
I |
I |
I I
I !
I I
I !
I DIRECTIONS I
I I
I |
I I
I I
I |
I I
I |
I I
I I
I I
I I
I |
I |
I I
I I
I |

Adults and Children 12 years of age and older:

« Partially peel back protective film and apply exposed patch to site of pain. Carefully remove remaining
film while pressing patch to skin for secure adhesions

« Apply to affected area not more than 3 to 4 times daily

Children under 12 years of age: DO NOT use without consulting a doctor,

Other information

+ store at room temperature 68° 1o 77°F (20 to 25°C)

Inactive Ingredients

Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminacetate Anhydrous, Edetate Disodium, Kaolin,
Carbomer, Carboxymethylcellulose Sodium, Purified Water, Tartaric Acid, POVIDONE K$0, DMDM
Hydancoin, Alcohal 95% Polysorbate 80, Propylene Glycol

Manufacturer

Koolcare Technelogy Co., Ltd

Wenlv Healthcare Park, No.18, Zhenbel Road, Xinyi city,

2 Pamhes Jiangsu province, China 221400

3 15inx4.72in L0T:
8 cmx 12 cm) i
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Uses

Topical Analgesic

Temporarily relieves minor pain ssociated with:
Arthritis

Simple Backache

Bursitis

Tendonitis

Muscle Strains

Bruises

Cramps

Warnings



WARNINGS: EXTERNAL USE ONLY

When using this product

e use only as directed

e do not bandage tightly or use with a heating pad
e avoid contact with eyes and mucous membranes
e do not apply to wounds or damaged skin

Stop use and ask a doctor if

e condition worsens

e symptoms persist for more than 7 days or clear up and occur again within a few
days

e redness is present

e skin irritation develops.

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 (1-800-222-1222)
immediatedly.

Inactive Ingredients

Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminoacetate Anhydrous, Edetate
Disodium, Kaolin, Carbomer, Carboxymethylcellulose Sodium, Purified W ater, Tartaric
Acid, POVIDONE K90, DMDM Hydantoin, Alcohol 95%, Polysorbate 80, Propylene Glycol
Directions

DIRECTIONS

Adults and Children 12 years of age and older:

e Partially peel back protective film and apply exposed patch to site of pain. Carefully
remove remaining film while pressing patch to skin for secure adhesions

e Apply to affected area not more than 3 to 4 times daily

Children under 12 years of age: DO NOT use without consulting a doctor.

Purpose

Topical Analgesic

Warnings
KEEP OUT OF REACH OF CHILDREN.

If swallowed, get medical help or contact a Poison Control Center (1-800-222-1222)
immediatedly.



3% Menthol plus 0.083% Capsaicin Pain Relief Patch (24 Pouches/Box) NDC:
84205-007-01
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Uses

Topical Analgesic

Temporarily relieves minor pain ssociated with:
e Arthritis

e Simple Backache

e Bursitis

e Tendonitis

e Muscle Strains
e Bruises

e Cramps

Warnings
WARNINGS: EXTERNAL USE ONLY
When using this product



use only as directed

do not bandage tightly or use with a heating pad
avoid contact with eyes and mucous membranes
do not apply to wounds or damaged skin

Stop use and ask a doctor if

e condition worsens

e symptoms persist for more than 7 days or clear up and occur again within a few
days

e redness is present

e skin irritation develops.

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 (1-800-222-1222)
immediatedly.

Inactive Ingredients

Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminoacetate Anhydrous, Edetate
Disodium, Kaolin, Carbomer, Carboxymethylcellulose Sodium, Purified W ater, Tartaric
Acid, POVIDONE K90, DMDM Hydantoin, Alcohol 95%, Polysorbate 80, Propylene Glycol
Directions

DIRECTIONS

Adults and Children 12 years of age and older:

e Partially peel back protective film and apply exposed patch to site of pain. Carefully
remove remaining film while pressing patch to skin for secure adhesions

e Apply to affected area not more than 3 to 4 times daily

Children under 12 years of age: DO NOT use without consulting a doctor.

Purpose

Topical Analgesic

Warnings
KEEP OUT OF REACH OF CHILDREN.

If swallowed, get medical help or contact a Poison Control Center (1-800-222-1222)
immediatedly.

5% Menthol Pain Relief Patch (1 Large Patch/Pouch) NDC: 84205-008-00
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Uses

Topical Analgesic

*Compare to the active
ingredient in lcy Hot® Patch

EXTRA STRENGTH

COLD & HOT

Pain relieving |

ointmenton

a breathable !
adhesive

20mm

5mm

EXTRA STRENGTH

EXTRA STRENGTH

COLD & HOT

MEDICATED PATCH

FAST RELIEF OF MINOR ACHES AND PAINS

PATCH works on contact

lasts for hours. The thin,

COLD & HOT MEDICATED
providing pain relief that

flexible patchis comfortable
towear and is easy to remove.

Drug Facts

Active Ingredient
Menthol 5%

Purpose
Topical Analgesic

Uses
Temporarily relieve minor aches and pains of muscles and joints due to
* simple backache arthritis * muscle strains * bursitis = tendonitis * muscle sprains = bruises = cramps

WARNINGS: EXTERNAL USE ONLY

When using this product
+ USE ONLY AS DIRECTED * do not bandage tightly or use with a heating pad
+ avoid contact with eyes and mucous membranes + do not apply to wounds or damaged skin

STOP USE and ask a doctor if
+ condition worsens  + symptoms persist for more than 7 days or clear
up and eceur again within a few days + redness is present + skin irritation develops

If pregnant or ing, ask a health p al before use

KEEP OUT OF REACH OF CHILDREN.
If swallowed, get medical help or contact a Poison Control Center (1-800-222-1222) immediately

DIRECTIONS

Adults and Children 12 years of age and older:

+ Peel off protective backing and apply sticky side to affected area. Carefully remove backing from patch
+ Should be used up to 8 hours

+ Should be used no more than 3 to 4 times daily

Children under 12 years of age: Consult a doctor.

Other Information
* store at room temperature 68° to 77°F (20° 1o 25°C)

Inactive Ingredients
Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminoacetate Anydrous, Edetate Disodium, Kaolin,
Carbomer, Carboxymethylcellulose Sodium, Purified Water, Tartaric Acid, POVIDONE K90, DMDM
Hydantoin, Alcohol 95%, Polysorbate 80

Manufacturer
Koolcare Technology Co., Ltd

Wenlv Healthcare Park, No.18, Zhenbei Road, Xinyi city,
Jiangsu province, China 221400

LoT:
EXP:

Temporarily relieve minor aches and pains of muscles and joints due to

Simple Backache
Arthritis

Muscle Strains
Bursitis
Tendonitis
Muscle Sprains
Bruises

Cramps

Warnings
WARNINGS: EXTERNAL USE ONLY

When using this product
e USE ONLY AS DIRECTED

e do not bandage tightly or use with a heating pad
e avoid contact with eyes and mucous membranes



e do not apply to wounds or damaged skin.

STOP USE and ask a doctor if

e condition worsens

e symptoms persist for more than 7 days or clear up and occur again within a few
days

e redness is present

e skin irritation develops

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 (1-800-222-1222)
immediatedly.

Inactive Ingredients

Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminoacetate Anhydrous, Edetate
Disodium, Kaolin, Carbomer, Carboxymethylcellulose Sodium, Purified W ater, Tartaric
Acid, POVIDONE K90, DMDM Hydantoin, Alcohol 95%, Polysorbate 80

Directions

DIRECTIONS

Adults and Children 12 years of age and older:

e Peel off protective backing and apply sticky side to affected area. Carefully remove
backing from patch

e Should be used up to 8 hours

e Should be used no more than 3 to 4 times daily

Children under 12 years of age: Consult a doctor.

Purpose

Topical Analgesic

Warnings
KEEP OUT OF REACH OF CHILDREN.

If swallowed, get medical help or contact a Poison Control Center (1-800-222-1222)
immediatedly.

5% Menthol Pain Relief Patch (1 Large Patch X 24Patches) NDC: 84205-008-
01
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Uses
Topical Analgesic

Temporarily relieve minor aches and pains of muscles and joints due to

e Simple Backache
e Arthritis

e Muscle Strains

e Bursitis

e Tendonitis

e Muscle Sprains
e Bruises

e Cramps
Warnings

WARNINGS: EXTERNAL USE ONLY
When using this product

USE ONLY AS DIRECTED
do not bandage tightly or use with a heating pad

20mm

80mm

210mm

57mm




e avoid contact with eyes and mucous membranes
e do not apply to wounds or damaged skin.

STOP USE and ask a doctor if

e condition worsens

e symptoms persist for more than 7 days or clear up and occur again within a few
days

e redness is present

e skin irritation develops

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 (1-800-222-1222)
immediatedly.

Inactive Ingredients

Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminoacetate Anhydrous, Edetate
Disodium, Kaolin, Carbomer, Carboxymethylcellulose Sodium, Purified W ater, Tartaric
Acid, POVIDONE K90, DMDM Hydantoin, Alcohol 95%, Polysorbate 80

Directions

DIRECTIONS

Adults and Children 12 years of age and older:

e Peel off protective backing and apply sticky side to affected area. Carefully remove
backing from patch

e Should be used up to 8 hours

e Should be used no more than 3 to 4 times daily

Children under 12 years of age: Consult a doctor.

Purpose

Topical Analgesic

Warnings
KEEP OUT OF REACH OF CHILDREN.

If swallowed, get medical help or contact a Poison Control Center (1-800-222-1222)
immediatedly.

3% MENTHOL PLUS 0.083% CAPSAICIN PAIN RELIEF PATCH (2
PATCHES/POUCH)

pain relief patch, pain relief strip patch



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

Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:84205-007

Ingredient Name Basis of Strength Strength
CAPSAICIN (UNIl: S07044R1ZM) (CAPSAICIN - UNII:S07044R1Z M) CAPSAICIN 0.83mg inlg
MENTHOL, (+)- (UNIl: C6B1OE8P3W) (MENTHOL, (+)- - UNI:C6B1OE8P3W)  MENTHOL, (+)- 0.03g inlg
Inactive Ingredients
Ingredient Name Strength

DMDM HYDANTOIN (UNIl: BYR0O546TOW)

TARTARIC ACID (UNIIl: WA8881119H)

EDETATE DISODIUM (UNII: 7FLD91C86K)

WATER (UNIl: 059QFOKOO0R)

CARBOMER 940 (UNIl: 4Q93RCW27E)

POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

KAOLIN (UNIl: 24H4NWX5CO)

ALCOHOL 95% (UNII: 7528N5H79B)

SODIUM POLYACRYLATE (2500000 MW) (UNII: 05I15]NI2))
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
DIHYDROXYALUMINUM AMINOACETATE ANHYDROUS (UNII: 1K713C615K)
POVIDONE K90 (UNIl: RDH86H)V5Z)

GLYCERIN (UNII: PDC6A3CO00X)

Product Characteristics

Color Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Iem Code Package Description Marketing Start
Date
1 NDC:84205-007- 8.5 g in 1 POUCH; Type 0: Not a Combination 05/16/2024
00 Product
2 ng€:84205‘°07‘ 24 in 1 BOX 05/16/2024
2 NDC:84205-007- 8.5 g in 1 POUCH; Type 0: Not a Combination

00 Product

Marketing End
Date



EXTRA STRENGTH

PAIN RELIEF

=

o For fast relief of minor ° Arthritis
L aches and pains * Strains

g due to: * Bruises

° Sprains

2 Patches

3.15inx4.72in
(8 cmx 12 cm)

Btz iR
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EXTRA STRENGTH

PAIN RELIEF

HOT PATCH

FAST-ACTING PAIN RELIEF

EXTRA STRENGTH PAIN
RELIEF HOT PATCH soothes
and relieves pain associated
with minor aches and pains.
Itis ideal for small areas

|
I
!
I
!
!
|
such as arm, neck, and leg. I

Drug Facts

Active Ingredients (in each gram)
Menthol 30 mg

Purpose
Topical Analgesic

Capsaicin 0.83 mg

Topical Analgesic

Uses
Temporarily relieves minor pain associated with:

+ arthritis + simple backache * bursitis + tendonitis + muscle strains

* bruises.

5mm

* cramps

WARNINGS: EXTERNAL USE ONLY

When using this product - use only as directed - do not bandage tightly or use with a heating pad
+ avoid contact with eyes and mucous membranes + o not apply to wounds or damaged skin

STOP USE and ask a doctor - condition worsens + symptoms persist for more than 7 days or clear
up and occur again within a few days + redness is present + skin irritation develops

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

KEEP OUT OF REACH OF CHILDREN.

DIRECTIONS
Adults and Children 12 years of age and older:

film while pressing patch to skin for secure adhesions
« Apply to affected area not more than 3 to 4 times daily

+ Parcially peel back protective film and apply exposed patch ta sice of pain. Carefully remove remaining

Children under 12 years of age: DO NOT use without consulting a doctor.

Other information
+ store at room temperature 68° 10 77°F (20 to 25°C)

Inactive Ingredients

Hydantoin, Alcohol 95%, Polysorbate 80, Propylene Glycol

Glycerin, Sodium Polyacrylate, Diydroxyaluminium Aminoacetate Anhydrous, Edetate Disodium, Kaolin,
Carbomer, Carboxymethylcellulose Sodium, Purified Water, Tartaric Acid, POVIDONE K0, DMDM

Manufacturer
Koolcare Technology Co., Ltd

Wenlv Healthcare Park, No.18, Zhenbei Road, Xinyi city,
Jiangsu province, China 221400

LOT:
EXP:

I
1
|
!
I
!
!
!
!
I
!
!
!
I
|
I
If swallowed, get medical help or contact a Poison Control Center (1-800-222-1222) immediately. |
!
!
I
1
1
|
1
!
!
!
I
!
!
!
!
I
!
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Marketing Information

Marketing
Category

Citation

OTC Monograph Drug MO017

H5J24050603 A

Application Number or Monograph

Marketing Start
Date

05/16/2024

Marketing End
Date

5% MENTHOL PAIN RELIEF PATCH (1 LARGE PATCH/POUCH)

pain relief patch patch

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG
TOPICAL

Active Ingredient/Active Moiety

MENTHOL, (+)- (UNIl: C6B10OE8P3W) (MENTHOL, (+)- - UNIl:C6B1OE8P3W)

Ingredient Name

Item Code (Source)

NDC:84205-008

Basis of Strength Strength

MENTHOL, (+)-

0.05g inlg




Inactive Ingredients

Ingredient Name Strength
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
ALCOHOL 95% (UNII: 7528N5H79B)
TARTARIC ACID (UNII: WA888I119H)
DMDM HYDANTOIN (UNII: BYRO546TOW)
KAOLIN (UNIl: 24H4NWX5CO)
POVIDONE K90 (UNIl: RDH86H)V5Z)
DIHYDROXYALUMINUM AMINOACETATE ANHYDROUS (UNII: 1K713C615K)
GLYCERIN (UNII: PDC6A3C00X)
WATER (UNIl: 059QFOKOOR)
EDETATE DISODIUM (UNIl: 7FLD91C86K)
CARBOMER 940 (UNII: 4Q93RCW27E)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
SODIUM POLYACRYLATE (2500000 MW) (UNII: 05I15JNI2J)

Product Characteristics

Color Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# kem Code Package Description Marketing Start R Ehe
Date Date
1 NDC:84205-008- 19 g in 1 POUCH; Type 0: Not a Combination 05/16/2024
00 Product
2 Q?C:84205‘008' 24 in 1 BOX 05/16/2024
2 NDC:84205-008- 19 g in 1 POUCH; Type 0: Not a Combination

00 Product
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HIONAALS VILIXA

Compare to the active
ingredient in lcy Hot® Patch

EXTRASTRENGTH

COLD & HOT

MEDICATED PATCH

ot

1%/ Pouch
(24 Pouches)

394 inx 7.87in
(10 cm x 20 cm)

157/ Pouch
(24 Pouches)

204inx 787in
(10t 20 )

Marketing Information

140mm 80mm

Compare to the active
ingredient in lcy Hot® Patch

EXTRASTRENGTH

COLD & HOT

athesive pa
15/ Pouch
(24 Pouches)

L4 inx 74700
(A Jocn)

— « Contains Menthol 5%
é;""‘/ P ’j”“"' « Puin relieving ointmenton a
8¢ Pouche) breathable adhesve pad
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Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC Monograph Drug MO017 05/16/2024

EXTRASTRENGTH

20mm

80mm

210mm

57mm

Marketing End
Date

5% MENTHOL PAIN RELIEF PATCH (2 PATCHES/POUCH)

pain relief patch patch

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
MENTHOL, (+)- (UNIl: C6B1OE8P3W) (MENTHOL, (+)- -

Item Code (Source)

NDC:84205-006

Basis of Strength Strength

UNII:C6B1OE8P3W) MENTHOL, (+)-

0.05g inlg




Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
DIHYDROXYALUMINUM AMINOACETATE ANHYDROUS (UNII: 1K713C615K)
SODIUM POLYACRYLATE (2500000 MW) (UNII: 05I15)NI2J)
WATER (UNIl: 059QFOKOOR)
EDETATE DISODIUM (UNII: 7FLD91C86K)
TARTARIC ACID (UNII: W4A888I1119H)
KAOLIN (UNIl: 24H4NWX5CO)
ALCOHOL 95% (UNII: 7528N5H79B)
CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
POVIDONE K90 (UNIl: RDH86HJV5Z)
CARBOMER 940 (UNII: 4Q93RCW27E)
DMDM HYDANTOIN (UNII: BYRO546TOW)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

Product Characteristics

Color Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Rem Code Package Description Marketing Start
Date
1 NDC:84205-006- 8.5 g in 1 POUCH; Type 0: Not a Combination 05/16/2024
00 Product
2 g'lDC:84205'°06‘ 24 in 1 BOX 05/16/2024

2 NDC:84205-006- 8.5 g in 1 POUCH; Type 0: Not a Combination
00 Product

Strength

Marketing End
Date



Manufacturer

Koolcare Technology Co., Ltd

Wenlv Healthcare Park, No.18, Zhenbei Road, Xinyi city,
Jiangsu province, China 221400

2 Patches

3.15inx4.72in
(8emx 12 cm)

LoT:
EXP:

4mm 4mm
9mm 9mm
20mm 20mm
25mm 25mm
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l ! ! ‘ Compare to the active
| I ! ingredient in lcy Hot® Patch
| | 1
I : 1
, : C_0mp_a re to the active i EXTRASTRENGTH
N ingredient in lcy Hot® Patch .
! e LD H T
| 1 1
| EXTRASTRENGTH
l 1
| 1
| 1 ' I'o Fact 1
| i i rug Facts \
| 1 1 Active Ingredient Purpose |
Menthol 5% Topical analgesic
ATED PAT | |
I Uses I
E £, «arthritis * simple backache * muscle strains = bursitis + tendonitis * strains = bruises + cramps \E
E - 5 5 e E1E WARNINGS 1E
g |5 Contains p Pain relieving \O5 | For external use only. 1
Menthol 5% p ointment on When using this product + usc only as directed + do not bandage tightly or use with a heating pad
N ! Work ! 1|+ avoid contact with eyes and mucous membranes + do not apply to wounds or damaged skin. !
) 1 Works on contact abreathable’ | | 1 o et caratiwaria + oiors har i TR R |
~ I for cooling pain adhesive pad 1| up and oceur again within a few days * redness is present » skin irritation develops [
! l‘ellfj 1 I I pregnant or breast-feeding, ask a health professional before use. I
! ! ! Keep out of reach of children. !
| 1 1 If swallowed, get medical help or eontact a Poisen Control Center right away. |
| 1 I [ Directions 1
| | | | Aduits and children 12 years of age and older: |
« peel off protective backing and apply sticky side to affected area
! I I « carefully remove backing from patch !
| ~ | 1| -should be used up to 8 hours |
« should be used no more than 3 times a da
! ! !  children under 12 years of age: consult a doctor !
! ! ! ©Other information !
| 1 I - store at room temperature 68° to 77°F (20° to 25°C) i
IF 1 1 Inactive ingredients 1
| 1 I Glycerin, Sodium Polyacrylate, Dihydroxyaluminium Aminoacetate Anhydrous, Edetate Disodium, Kaolin, I
% Carbomer, Carboxymsthylcellulose Sodium, Purified Waser, Tartaric Acid, POYIDONE K90, DMDM
! \ | 1 I Hydantoin, Alcohol 95%, Polysorbate 80 !
1 1 1 1
| 1 1 1
| 1 1 1
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I 1 1 1
1 1 1 1
| 1 1 [
| 1 | [
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Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC Monograph Drug MO017 05/16/2024

0.025% CAPSAICIN PATCH (2 PATCHES/POUCH) 82632

capsaicin pain relief patch, capsaicin pain relief strip patch

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:84205-005
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CAPSAICIN (UNIl: S07044R1Z M) (CAPSAICIN - UNII:S07044R1Z M) CAPSAICIN 0.25mg inlg

Inactive Ingredients



Ingredient Name
SODIUM POLYACRYLATE (2500000 MW) (UNII: 05I15JNI2J)
CARBOMER 940 (UNII: 4Q93RCW27E)
GLYCERIN (UNII: PDC6A3C00OX)
DMDM HYDANTOIN (UNIl: BYRO546TOW)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
KAOLIN (UNII: 24H4NWX5CO)
EDETATE DISODIUM (UNII: 7FLD91C86K)
POVIDONE K90 (UNIl: RDH86HJV5Z)
TARTARIC ACID (UNII: W4A888I1119H)
WATER (UNIl: 059QFOKOOR)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
DIHYDROXYALUMINUM AMINOACETATE ANHYDROUS (UNII: 1K713C615K)

Product Characteristics

Color Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 NDC:84205-005- 6.65 g in 1 POUCH; Type 0: Not a Combination 06/16/2024
00 Product
2 ng084205‘005' 24 in 1 BOX 06/16/2024
2 NDC:84205-005- 6.65 g in 1 POUCH; Type 0: Not a Combination

00 Product

Strength

Marketing End
Date



O

TOPICALANALGESIC

Compare to the active ingredient in
Salonpas® - Hot Capsicum Patch®

TEAR OPEN HERE bv

255mm

Temporary Relief of |

Pains of Muscles &
Joints Associated

CAPSHICIN HEAT PATCH

Minor Aches & '

with:

Arthritis
Backaches
Bruises
Strains
Sprains

2 Patches/Pouch

5.12INx 7.09 IN
(13cm x 18cm)

Compare to the active ingredient in
Salonpas® - Hot Capsicum Patch®

O

TOPICALANALGESIC

,,,,,,,,,, CAPSAICIN HEAT PATCH -
Rl

Drug Facts

Active Ingredient
Capsicum Extract Capsaicin 0.025%

Purpose
Topical Analgesic

Uses
For temporary relief of minar aches and pains of muscles & joints associated with:
- Simple Backache + Arthritis + Strains * Bruises = Sprains

‘WARNINGS: EXTERNAL USE ONLY

DO NOT USE
- on wounds or damaged skin

« with a heating pad

« with or at the same times as other external analgesic
* if you are allergic to any ingredients of this product

When using this product

« do not use otherwise than as directed

« avoid contact with the eyes, mucous membranes or rashes
+ do not bandage tightly

« discontinue use at least | hour before a bath or shower

+ do not use immediately after a bath o shower

STOP USE and ask a doctor if

= rash, itching or excessive skin irritation develops

« conditions worsen

« symptoms persist for more than 7 days

« symptoms clear up and occur again within few days

If p or b fe g ask a health before use.
KEEP OUT OF REACH OF CHILDREN. If swallowed, get medical help or contact a Foison Control

Center (1-800-222-1222) immediately.

DIRECTIONS

Adults and Children 12 years of age and over:

+ Clean and dry affected area

« Remove patch from film

+ Apply to affected area not more than 3 to 4 times daily

« Remove pateh from skin after at most 8 hours of application
Children under 12 years of age: Consult a doctor.

Other Information
« Avoid storing product in direct sunlight
- Protect product from excessive moisture

Inactive Ingrements
Glycerin, Sodiun
Propylen

Athydrous, Edetate Bisodiu
yeol, Polysorbate g rboxymethylcellulose Sodium, Carbomer, Purified Wat

! hcid, DMDM Hycantom

POV\DDNE

Manufacturer
Koolcare Technology Co., Ltd

Wenlv Heathcaro Park, No.18, Zhorbei Road, Xiny city,
province, China 221400

Lor
EXP:

180mm
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Marketing Information

Marketing
Category

OTC Monograph Drug M017

4

2z

Citation

Application Number or Monograph

TR H

[ ]

Marketing Start
Date

05/16/2024

Marketing End

Date

Labeler - koolcare Technology Co., Ltd (602479389)

Registrant - «oolcare Technology Co., Ltd (602479389)

Establishment

Name
Koolcare Technology Co., Ltd

Address

Revised: 8/2024

ID/FEI

Business Operations

602479389 manufacture(84205-005, 84205-006, 84205-007, 84205-008)

Koolcare Technology Co., Ltd



	0.025% Capsaicin Patch (2 Patches/Pouch) NDC: 84205-005-00
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	0.025% Capsaicin Patch (24 Pouches/Box) NDC: 84205-005-01
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	5% Menthol Pain Relief Patch (2 Patches/Pouch) NDC: 84205-006-00
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