0.025% CAPSAICIN PATCH- capsaicin pain relief patch, capsaicin pain relief
strip patch

4% LIDOCAINE PAIN RELIEF PATCH- lidocaine pain relief patch patch

5% MENTHOL PAIN RELIEF PATCH- pain relief patch patch

4% LIDOCAINE PLUS 1% MENTHOL PAIN RELIEF PATCH- pain relief patch, pain
relief strip patch

Koolcare Technology Co., Ltd.

0.025% Capsaicin Patch NDC: 84205-001-00
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Directions
appy 1 patch at a time to affect area, not more than 3 to 4 times daily

remove patch from the skin after a most 8-hour application
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Fact Pain Relief

Capsicum Patch,
Capsaicin 0.025%

For temporary relief of minor aches &
pains of muscles & joints associated with
e Simple backache e Arthritis
e Strains e Bruises

® Sprains

1 3F’ATC HE

-15/16" % 5-1/2"(10cmx=14cm)

5mm

Capsicum Patch

Active ingredient Purpose
Capsaicin 0.025%. Topical anesthetic

Uses For temporary relief of minor aches & pains of muscles &joints associated with: Msimple
backache Marthritis Mstrains Mbruises Msprains

Warnings (For external use only)

Do not use Mimore than 1 patch at a time Mon wounds or damaged skin Miwith a heating pad
Wif you are allergic to any ingredients of this product

When using this product Muse only as directed
Wavoid contact with the eyes, mucous membranes or rashes  Mdo not bandage tightly

Stop use and ask a doctor I
B localized skin reactions oceur, such as rash, itching, redness, iritation, pain, swelling and blistering
ondition worsen

W symptoms persist for more than 7 days

W symptorms clear up and occur again within a few days

f 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.

Adult and children 12 years of age and over:

Tean and dry affected area

W remove film from patch and apply to the skin (see illustration)

M apply 1 patch at a time to affected area, not more than 3 to 4 times dally
B remove patch from the skin after at most 8-hour application

Children under 12 years of age: consult a dactor

Other information
W Avoid storing product in direct sunlight BIProtect product from excessive moisture

Inactive ingredients

Glycerin, sodium palyacrylate, Carboxymethyicellulose sodium, DihydroxyaluminiumAminoacetate
disodium Ethylenediaminetetraacetic acid, kaolin, water, tartaric acid, polyvinylpyrrolidone 90
glaydant, propylene glycol, Polysorbate 80.

Manufacturer
Koolcare Technology Co., Ltd
Wenlv Healthcare Park, No.18, Zhenbei Road, Xinyi city,

Jiangsu province, China 221400 g

www koolcare.com
Made in China

Smm

Front

Back
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e more than 1 patch at a time

e on wounds or damaged skin

e with a heating pad

e if you are allergic to any ingredients of this product

When using this product
e use only as directed
e avoid contact with the eyes, mucous membranes or rashes

e do not bandage tightly

Stop use and ask a doctor if

e localized skin reactions occur, such as rash, itching, redness, irritation, pain, swelling
and blistering

e condition worsen

e symptoms persist form more than 7 days

e symptoms clear 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 Posison
Control Center right away.



Inactive ingredient

Glycerin, sodium polyacrylate, Carboxymethylcellulose sodium, Dihydroxyaluminium
Aminoacetate, disodium Ethylenediaminetetraacetic acid, kaolin, water, tartaric acid,
polyvinylpyrrolidone 90, glaydant (DMDM HYDANTOIN), propylene glycol, Polysorbate 80.

Directions
Directions

Adult and children 12 years of age and over:

e Clean and dry affected area

e Remove film from patch and apply to the skin (see illustration)

e Apply 1 patch at a time to affected area, not more than 3 to 4 times daily
e Remove patch from the skin after at most 8-hour application

Children under 12 years of age: consult a doctor

Warnings

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

Purpose

Topical anesthetic

4% Lidocaine Pain Relief Patch NDC: 84205-002-00
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Drug Facts
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Pain Relief Patch
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® Maximum Strength Lidocaine ash, itching, redness, irritation, pain, swelling and blistering
Without a Prescription
£ i w day
€ ¢ Desensitize Aggravated Nerves If pregnant or breast-feed  professional before use
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Directions

appy 1 patch at a time to affect area, not more than 3 to 4 times daily

remove patch from the skin after a most 8-hour application

Warnings
Warnings (For external use only)

Do not use

e more than 1 patch at a time

e on wounds or damaged skin

e with a heating pad

e if you are allergic to any ingredients of this product

When using this product

e use only as directed

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

Stop use and ask a doctor if
¢ |ocalized skin reactions occur, such as rash, itching, redness, irritation, pain, swelling



and blistering
e condition worsen
e symptoms persist form more than 7 days
e symptoms clear 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 Posison
Control Center right away.

Inactive ingredients

Glycerin, propylene glycol, sodium polyacrylate, Carboxymethyicellulose sodium,
disodium Ethylenediaminetetraacetic acid, kaolin, Polysorbate 80, water, tartaric acid,
glaydant(DMDM HYDANTOIN), DihydroxyaluminiumAminoacetate, polyvinylpyrrolidone
90.

Directions
Directions

Adult and children 12 years of age and over:

Clean and dry affected area

Remove film from patch and apply to the skin (see illustration)

Apply 1 patch at a time to affected area, not more than 3 to 4 times daily
Remove patch from the skin after at most 8-hour application

Children under 12 years of age: consult a doctor

Warnings

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

Purpose

Topical anesthetic

4% Lidocaine plus 1% Menthol Pain Relief Patch NDC: 84205-003-00
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Pain Relief Patch

Pain Relief Patch

® Maximum Strength Lidocaine
Without a Prescription

® Desensitize Aggravated Nerves
for Temporary Pain Relief

175mm

e Comfortable Fabric

e Stays in Place

S5mm

PATCHE

3-15/16" x 5-1/2"(10cmx1 4cm)

5mm

Front Back

Directions
appy 1 patch at a time to affect area, not more than 3 to 4 times daily

remove patch from the skin after a most 8-hour application

Warnings
Warnings (For external use only)

Do not use

e more than 1 patch at a time

e on wounds or damaged skin

e with a heating pad

e if you are allergic to any ingredients of this product

When using this product
e use only as directed
e avoid contact with the eyes, mucous membranes or rashes

e do not bandage tightly

Stop use and ask a doctor if
¢ localized skin reactions occur, such as rash, itching, redness, irritation, pain, swelling



and blistering
e condition worsen
e symptoms persist form more than 7 days
e symptoms clear 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 Posison
Control Center right away.

Inactive ingredients

Glycerin, propylene glycol, sodium polyacrylate, Carboxymethylcellulose sodium,
Dihydroxyaluminium Aminoacetate, kaolin, Ethyl Alcohol, water,tartaric acid,
polyvinylpyrrolidone 90, glaydant(DMDM HYDANTOIN), disodium
Ethylenediaminetetraacetic acid, Polysorbate 80.

Directions
Directions

Adult and children 12 years of age and over:

e Clean and dry affected area

e Remove film from patch and apply to the skin (see illustration)

e Apply 1 patch at a time to affected area, not more than 3 to 4 times daily
e Remove patch from the skin after at most 8-hour application

Children under 12 years of age: consult a doctor

Warnings

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

Purpose

Topical anesthetic

0.025% Capsaicin Patch NDC: 84205-001-01
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Active ingredient Purpose
- Capsaicin 0.025%. Topical anesthetic
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Other information
» WAvoid storing product in direct sunlight_MIProtect product from excessive moisture
5 Inactive ingredients
Glycerin, sodium polyacrylate, Ci sodium, Dihydroxyah noacetate.
” Ié, dium Ethylenediaminetetraacetic acid, kaolin, water, tartaric acid, polyvinylpyrrolidone 90,
glaydant, propylene glycol, Polysorbate 80.
Manufacturer
Kooleare Teehnology Co., Ltd
- pu Wenl, Healthcare Perk. No. 18, Zhenbei Road, Xinyi ciy wwsekoolcare.com
16" 5-1/2"(106m | dcm) each individually packag Jiangsu province, China 221400 Madain China

Warnings
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Inactive ingredients

Glycerin, sodium polyacrylate, Carboxymethylcellulose sodium, Dihydroxyaluminium
Aminoacetate, disodium Ethylenediaminetetraacetic acid, kaolin, water, tartaric acid,
polyvinylpyrrolidone 90, glaydant (DMDM HYDANTOIN), propylene glycol, Polysorbate 80.

Directions
Directions

Adult and children 12 years of age and over:

e Clean and dry affected area

e Remove film from patch and apply to the skin (see illustration)

e Apply 1 patch at a time to affected area, not more than 3 to 4 times daily
e Remove patch from the skin after at most 8-hour application

Children under 12 years of age: consult a doctor

Warnings

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

Purpose



Topical anesthetic

5% Menthol Pain Relief Patch NDC: 84205-004-01

yaed Ja1I2y uted |oyausp

piiip = Menthol Pain Relief Patch Menthol 5%
2 o HOW TO APPLY
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3-15/16" x 5-1/2"(10cmx14cm) each individually packaged

Directions
appy 1 patch at a time to affect area, not more than 3 to 4 times daily

remove patch from the skin after a most 8-hour application

Warnings
Warnings (For external use only)

Do not use

e more than 1 patch at a time

e on wounds or damaged skin

e with a heating pad

e if you are allergic to any ingredients of this product

When using this product

e use only as directed

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

Menthol Pain Relief Patch

Menthol 5%




Stop use and ask a doctor if

¢ localized skin reactions occur, such as rash, itching, redness, irritation, pain, swelling
and blistering

e condition worsen

e symptoms persist form more than 7 days

e symptoms clear 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 Posison
Control Center right away.

Inactive ingredients

Glycerin, sodium polyacrylate, Dihydroxyaluminium Aminoa acetate, disodium
Ethylenediaminetetraacetic acid, water, tartaric acid, polyvinylpyrrolidone 90,
glaydant(DMDM HYDANTOIN), Polysorbate 80, Ethyl Alcohol, Carboxymethylcellulose
sodium, kaolin.

Directions
Directions

Adult and children 12 years of age and over:

Clean and dry affected area

Remove film from patch and apply to the skin (see illustration)

Apply 1 patch at a time to affected area, not more than 3 to 4 times daily
Remove patch from the skin after at most 8-hour application

Children under 12 years of age: consult a doctor

Warnings

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

Purpose

5% Menthol Pain Relief Patch NDC: 84205-004-00
5% Menthol Pain Relief Patch NDC: 84205-004-00
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Menthol Pain Relief

Patch

® Powerful Targeted Pain Relief

e Fast and long lasting

175mm

e Comfortable Fabric

e Stays in Place

5mm

PATCHE wwwhoolcare.com
Made in China

3-15/16" x 5-1/2"(10cmx1 4cm)

Y 5mm

Front Back

Directions
appy 1 patch at a time to affect area, not more than 3 to 4 times daily

remove patch from the skin after a most 8-hour application

Warnings
Warnings (For external use only)

Do not use

e more than 1 patch at a time

e on wounds or damaged skin

e with a heating pad

e if you are allergic to any ingredients of this product

When using this product

e use only as directed

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

Stop use and ask a doctor if
¢ localized skin reactions occur, such as rash, itching, redness, irritation, pain, swelling



and blistering
e condition worsen
e symptoms persist form more than 7 days
e symptoms clear 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 Posison
Control Center right away.

Inactive ingredients

Glycerin, sodium polyacrylate, Dihydroxyaluminium Aminoa acetate, disodium
Ethylenediaminetetraacetic acid, water, tartaric acid, polyvinylpyrrolidone90,
glaydant(DMDM HYDANTOIN), Polysorbate80, Ethyl Alcohol, Carboxymethyicellulose
sodium, kaolin.

Directions
Directions

Adult and children 12 years of age and over:

e Clean and dry affected area

e Remove film from patch and apply to the skin (see illustration)

e Apply 1 patch at a time to affected area, not more than 3 to 4 times daily
e Remove patch from the skin after at most 8-hour application

Children under 12 years of age: consult a doctor

Warnings

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

Purpose
Topical anesthetic

4% Lidocaine Pain Relief Patch NDC: 84205-002-01
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Warnings
Warnings (For external use only)

Do not use

e more than 1 patch at a time

e on wounds or damaged skin

e with a heating pad

e if you are allergic to any ingredients of this product

When using this product
e use only as directed

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

Stop use and ask a doctor if

e localized skin reactions occur, such as rash, itching, redness, irritation, pain, swelling
and blistering

e condition worsen
e symptoms persist form more than 7 days
e symptoms clear 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 Posison



Control Center right away.

Directions
appy 1 patch at a time to affect area, not more than 3 to 4 times daily

remove patch from the skin after a most 8-hour application

Inactive ingredients

Glycerin, propylene glycol, sodium polyacrylate, Carboxymethyicellulose sodium,
disodium Ethylenediaminetetraacetic acid, kaolin, Polysorbate 80, water, tartaric acid,
glaydant(DMDM HYDANTOIN), DihydroxyaluminiumAminoacetate, polyvinylpyrrolidone
90.

Directions
Directions

Adult and children 12 years of age and over:

e Clean and dry affected area

e Remove film from patch and apply to the skin (see illustration)

e Apply 1 patch at a time to affected area, not more than 3 to 4 times daily
e Remove patch from the skin after at most 8-hour application

Children under 12 years of age: consult a doctor

Warnings

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

Purpose

Topical anesthetic

4% Lidocaine plus 1% Menthol Pain Relief Patch NDC: 84205-003-01
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PATCHES
315/

5/16" % 6-1/2"(10cmx 1 4cm) each individ

Directions

appy 1 patch at a time to affect area, not more than 3 to 4 times daily

remove patch from the skin after a most 8-hour application

Warnings

Warnings (For external use only)

Do not use

e more than 1 patch at a time
e on wounds or damaged skin
e with a heating pad
[ J

if you are allergic to any ingredients of this product

When using this product
e use only as directed

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

Stop use and ask a doctor if

¢ localized skin reactions occur, such as rash, itching, redness, irritation, pain, swelling
and blistering

e condition worsen



e symptoms persist form more than 7 days
e symptoms clear 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 Posison
Control Center right away.

Inactive ingredients

Glycerin, propylene glycol, sodium polyacrylate, Carboxymethylcellulose sodium,
Dihydroxyaluminium Aminoacetate, kaolin, Ethyl Alcohol, water,tartaric acid,
polyvinylpyrrolidone 90, glaydant(DMDM HYDANTOIN), disodium
Ethylenediaminetetraacetic acid, Polysorbate 80.

Directions
Directions

Adult and children 12 years of age and over:

Clean and dry affected area

Remove film from patch and apply to the skin (see illustration)

Apply 1 patch at a time to affected area, not more than 3 to 4 times daily
Remove patch from the skin after at most 8-hour application

Children under 12 years of age: consult a doctor

Warnings

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

Purpose

Topical anesthetic

0.025% CAPSAICIN PATCH

capsaicin pain relief patch, capsaicin pain relief strip patch

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:84205-001
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CAPSAICIN (UNII: S07044R1ZM) (CAPSAICIN - UNIl:S07044R1Z M) CAPSAICIN 2.5mg in10g

Inactive Ingredients
Ingredient Name Strength



TARTARIC ACID (UNII: W48881119H)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

SODIUM POLYACRYLATE (2500000 MW) (UNII: 05I15)NI2J)
KAOLIN (UNIl: 24H4NWX5CO)

DIHYDROXYALUMINUM AMINOACETATE (UNIl: DO250MGOWb)
POVIDONE K90 (UNIl: RDH86H)V5Z)

EDETATE DISODIUM (UNII: 7FLD91C86K)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNIl: K6790BS311)
WATER (UNIl: 059QFOKOOR)

DMDM HYDANTOIN (UNIl: BYR0O546TOW)

POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

GLYCERIN (UNIl: PDC6A3C00OX)

Product Characteristics

Color Score

Shape Size

Flavor Imprint Code

Contains

Packaging

Item Af Marketing

# Code Package Description Start Date
NDC:84205- 1 gin 1 PATCH; Type 4: Device

1 001-00 Coated/Impregnated/Otherwise Combined with Drug D2 B
NDC:84205- .

2 00101 5in 1 BOX 02/04/2024

2 NDC:84205- 1 g in 1 PATCH; Type 4: Device

001-00 Coated/Impregnated/Otherwise Combined with Drug

Marketing
End Date



SIZE: 135%x175mm

135mm
|A Ll
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§ 5 “Koolca"® B =
Fact Pain Relief Capsicum Patch Capsaicin 0.025%
il i Purpose
c P t Capsaicin 0.0 Topical anestheti
apsucum atC
backache WMarthr ai
0, Warnings (For external use oniy)
Ca psa ICIn 0 0 25 /0 Do not use Mmore than 1 patch time Mon wounds or damaged skin Bwith a heating pad
ifyoua C
When using this product MU
Wavoid contact with the eyes, m s membranes or rashes Mldo not bandage tightly
Stop use and ask a doctor if
For terporary relief of minor aches & eactions occur, such sh, itching, redness, irritation, pain, swelling and blistering
g pains of muscles & joints associated with
K‘ e Simple backache e Arthritis K;spguu(u;’e::\auilt;;el\edren 5 ontact a Poison Control Center
— right away
® Strains e Bruises Directions
Adult and children 12 years of age and over:
e Sprains
£ Manufacturer ILOT]
£ \Kcnlcare 'rechnomgy Co., Ltd -
& o o ginde o es £
PATCHE ww koolcare.com
3-15/16" x 5-1/2"(10cmx14cm) Made in China
Y 5mm
Front Back
- -
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO017 02/04/2024

4% LIDOCAINE PAIN RELIEF PATCH

lidocaine pain relief patch patch

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

Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:84205-002

Ingredient Name Basis of Strength Strength

LIDOCAINE (UNII: 98PI1200987) (LIDOCAINE - UNII:98P1200987) LIDOCAINE

0.4g inl0g




Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
EDETATE DISODIUM (UNII: 7FLD91C86K)
SODIUM POLYACRYLATE (2500000 MW) (UNII: 05I15JNI2J)
KAOLIN (UNII: 24H4NWX5CO)
POVIDONE K90 (UNIl: RDH86HJV5Z)
TARTARIC ACID (UNII: WA888I119H)
DMDM HYDANTOIN (UNII: BYRO546TOW)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNIl: K6790BS311)
WATER (UNIl: 059QFOKOOR)
DIHYDROXYALUMINUM AMINOACETATE (UNIl: DO250MGOW6)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)

Product Characteristics

Color Score
Shape Size
Flavor Imprint Code
Contains
Packaging
Item A Marketing
# Code Package Description Start Date
NDC:84205- .
L 565.01 5in 1 BOX 02/04/2024
1 NDC:84205- 1 gin 1 PATCH; Type 4: Device
002-00 Coated/Impregnated/Otherwise Combined with Drug
2 NDC:84205- 1 gin 1 PATCH; Type 4: Device 02/04/2024

002-00 Coated/Impregnated/Otherwise Combined with Drug

Strength

Marketing
End Date



SIZE: 135%x175mm

135mm

v
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; , “Koolcar® ) : - A O
Fact Pain Relief Pain Relief Patch Lidocaine 4%
° ° Active ingredient Purpose
Uses For temporary relief of pain
= = Warnings (For external use only)
leoca | ne 4 o Do not use Mmore than 1 patch at a time  Mon s or damaged skin  Mwith a he:
Wifyou are allergic to any ingredient
When using this product B
Wavoid contact with the eyes, mucous membranes or rashes  Bido not bandage tightly
. ’ . Stop use and ask a doctor If
® Maximum Strength Lidocaine W loc tions occur, such as rash, itching, redness, iritation, pain, swelling and blistering
Without a Prescription " S
for more than 7 day:
£ \d oceur again w
% 2
= Desensitize Aggravated Nerves If pregnant o breast-feeding, o ore use
N for Temporary Pain Relief Keep out of reach of children. If get medical help or contact a Poison Control Center
~ right away
W fortable Fab Directi
° i irections
Comfortable Fabric Adult and children 12 years of age and over:
. u area
e Stays in Place
Children under 12 years of a
Other information
WAvoid storing product in direct sunlight  BIProtect product from excessive moisture
boxymethylcelulose sodium, disodium
© 80, water, tartaric acid, glaydant, Dihydroxyal-
Manufacturer LoT
= Koolcare Technelogy Co., Ltd [LoT]
E Wenly Healthcare Park, No.18, Zhenbei Road, Xinyi city. g
Jiangsu province, China 221400
PATC www.koolcarecom
3-15/16" x 5-1/2"(10cmx14cm) Made in China
Y I

Front Back

Marketing Information

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

OTC Monograph Drug MO017 02/04/2024

5% MENTHOL PAIN RELIEF PATCH
pain relief patch patch

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:84205-004

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MENTHOL, (+)- (UNIl: C6BLOE8P3W) (MENTHOL, (+)- - UNII:C6B1OE8P3W) MENTHOL, (+)- 0.5g in10g




Inactive Ingredients

Ingredient Name
TARTARIC ACID (UNII: W4888I119H)
KAOLIN (UNII: 24H4NWX5CO)
GLYCERIN (UNIl: PDC6A3C00X)
SODIUM POLYACRYLATE (2500000 MW) (UNII: 05115)NI2))
WATER (UNII: 059QFOKOOR)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNII: K6790BS311)
EDETATE DISODIUM (UNIl: 7FLD91C86K)
ALCOHOL (UNII: 3K9958V90M)
DIHYDROXYALUMINUM AMINOACETATE (UNII: DO250MGOWS6)
POLYSORBATE 80 (UNIl: 60ZP39Z G8H)
DMDM HYDANTOIN (UNIl: BYRO546TOW)
POVIDONE K90 (UNIl: RDH86HJV5Z)

Product Characteristics

Color Score

Shape Size

Flavor Imprint Code

Contains

Packaging

Item A Marketing

# Code Package Description Start Date
NDC:84205- 1 g in 1 PATCH; Type 4: Device

o 004-00 Coated/Impregnated/Otherwise Combined with Drug Celseres
NDC:84205- .

2 Joao1 5in 1 BOX 02/04/2024

NDC:84205- 1 gin 1 PATCH; Type 4: Device
004-00 Coated/Impregnated/Otherwise Combined with Drug

Strength

Marketing
End Date



SIZE: 135%x175mm
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Fagct Pain Relief . Menthol Pain Relief Patch

Active ingredient Purpose

Menthol Pain Relief —

Wmuscle strains

Patch g = ‘

= e Powerful Targeted Pain Relief
€ "
) ¢ Fast and long lasting S——
": Keep out of reacl ter right
¢ Comfortable Fabric Sieciora
Adut and chidre
e Stays in Place
th
£
£
&
PATCHE v koolare.cor
3-15/16" x 5-1/2"(10crmx 14em) Made in China
Y 5mm

Front Back

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO017 02/04/2024

4% LIDOCAINE PLUS 1% MENTHOL PAIN RELIEF PATCH

pain relief patch, pain relief strip patch

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:84205-003

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIDOCAINE (UNII: 98P1200987) (LIDOCAINE - UNII:98P1200987) LIDOCAINE 0.4g in10g
MENTHOL, (+)- (UNIl: C6BLOE8P3W) (MENTHOL, (+)- - UNI:C6B1OE8P3W) MENTHOL, (+)- 0.1g in10g




Inactive Ingredients

Ingredient Name
KAOLIN (UNIl: 24H4NWX5CO)
WATER (UNIl: 059QFOKOOR)
TARTARIC ACID (UNII: WA888I1119H)
SODIUM POLYACRYLATE (2500000 MW) (UNII: 05115)NI2))
DIHYDROXYALUMINUM AMINOACETATE (UNIl: DO250MGOW6)
DMDM HYDANTOIN (UNIl: BYRO546TOW)
POVIDONE K90 (UNIl: RDH86H)V5Z)
ALCOHOL (UNII: 3K9958V90M)
EDETATE DISODIUM (UNII: 7FLD91C86K)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNIl: K6790BS311)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
GLYCERIN (UNII: PDC6A3C00OX)

Product Characteristics

Color Score
Shape Size
Flavor Imprint Code
Contains
Packaging
Item i - Marketing
# Pack D ription
Code ackage Descriptio Start Date
NDC:84205- 1 gin 1 PATCH; Type 4: Device
1 003-00 Coated/Impregnated/Otherwise Combined with Drug B2 LS L2
NDC:84205- .
2 003-01 5in 1 BOX 02/04/2024

NDC:84205- 1 g in 1 PATCH; Type 4: Device
003-00 Coated/Impregnated/Otherwise Combined with Drug

Strength

Marketing
End Date
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Fact Pain Relief Pain Relief Patch
® e Active ingredient Purpose
docaine 4 Top thetic
Pain Relief Patch
Uses For temporary relief of p
. . ‘W (Fc
Lidocaine 4% Menthol 1% —
Do not use B thar at s ¢ tha d
oply local heat to the are gic tc his |
When using this produc
Wavoid contact with the eye Wdo k
® Maximum Strength Lidocaine Stop use and ask a doctor if
- Without a Prescription ~ and &
I ® Desensitize Aggravated Nerves d oc
i i if b feeding, ask a he efore use.
o for Temporary Pain Relief Keep vt of roach ofchikiron. 1 el £ai bl o contac  Poson Control Gt
\ ighta
e Comfortable Fabric
® Stays in Place
oxyalumini
gl
Manufacturer [oT|
= Keolcare Technology Co., Ltd =
Jiangsu nce, China 221400 é
PATCHE v koolcare.corr
3-15/16" x 5-1/2"(10cmx14cm) Made in China
v 5mm
Front Back

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO017 02/04/2024

Labeler - koolcare Technology Co., Ltd. (602479389)

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

Establishment
Name Address ID/FEI Business Operations
Koolcare Technology Co., Ltd. 602479389 manufacture(84205-001, 84205-002, 84205-004, 84205-003)

Revised: 4/2024 Koolcare Technology Co., Ltd.
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