MEDICATED ANTIMICROBIAL- chlorhexidine gluconate and miconazole
nitrate shampoo
Nootie, LLC

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

Dermatology Solutions Medicated Antimicrobial Shampoo (51437-203)

Drug Facts

Active Ingredients: Purpose
Chlorhexidine Gluconate (2%) Antibacterial
Miconazole Nitrate (2%) Antifungal

Uses: For dermatological conditions associated with infections responsive to Miconazole
Nitrate and Chlorhexidine Gluconate.

Directions:

Wet coat thoroughly with water. Apply and lather Shampoo over the entire body,
allowing 10 minutes of contact time. Rinse completely with water. Do not allow animal to
lick while bathing to prevent ingestion. Repeat twice weekly until symptoms subside,
then weekly, or as directed by your veterinarian.

Warnings:

e For animal use only

For topical use on dogs, cats and horses

Avoid contact with eyes and mucous membranes

If eye contact occurs or skin irritation develops, rinse thoroughly with water,
discontinue use and immediately consult your veterinarian.

Storage: Store at room temperature (59°F-86°)
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ANTIMICROBIAL SHAMPOO

ANTIFUNGAL AND ANTIBACTERIAL
Chlorhexidine Gluconate 2%, Miconazole Nitrate 2%
FOR DOGS, CATS AND HORSES

8 floz (237ml) /16 fl oz (474 ml) / 1 Gallon ( 3785 ml)

Nootie



Nootie LLC, 1 SE 4th Ave, Delray Beach, FL 33483

Manufactured for and distributed by
1-800-478-7713 Nootie.com

Product # SAB8 / # SAB16/ # GAB

Who said medicated shampoo couldn’t smell
amazing? Nootie’s soap free Anitmicrobial Shampoo
is for dermatological conditions associated with
infections responsive to Miconozole Nitrate and
Chiorhexidine Gluconate. it is deficately formulated
with our Soft Lilly Passion fragrance which leaves

your pet's coat shiny, soft and smelling great!
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Miconazole Nitrate (2%) Antifungal

Uses: For dermatological conditions assocated
with infections responsive 1o Miconazole Nitrate
and Chlorhexidine Gluconate.
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» For topical use on dogs, cats and horses

» Avoid contact with eyes and mucous membranes
» If eye contact occurs or skin irritation develops,

| rinse thoroughly with water, discontinue use and
| immediately consult your veterinarian.

| Shampoo over the entire body, allowing 10

. minutes of contact time. Rinse completely with
. water. Do not allow animal 10 lick while bathing to
| prevent ingestion. Repeat twice weelkdy until
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Product # SABS

Manufactured for and distributed by
Nootie LLC, 1 SE 4Th Ave, Delray Beach, FL 33483
1-800-478-7713 Nootie.com

8711048702144 1

> Formulated to Help with Ringworm,
Yeast, Fungal or Antibacterial Issues.

|

1104802143

> Great for Bug Bites and Hot Spots.
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Active Ingredients: Purpose ’

Chlorhexidine Gluconate (2%)  Antibacterial

Miconazole Nitrate (2%) Antifungal ’ \
i~

Uses: For dermatological conditions associated
with infections responsive to Miconazole Nitrate
and Chlorhexidine Gluconate.

ANTIMICROBlAL
Warnings: MEDICATED SHAMPOO

> For animal use only

> For topical use on dogs, cats and horses

> Avoid contact with eyes and mucous membranes

> If eye contact occurs or skin irritation develops,
rinse thoroughly with water, discontinue use and
immediately consult your veterinarian.

Directions:

Wet coat thoroughly with water. Apply and lather
shampoo over the entire body, allowing 10
minut':s of contact time. Rinsz completgely with ANTIFUNGAL AND ANTIBACTERIAL
water. Do not allow animal to lick while bathing to . =
prevent ingestion. Repeat twice weekly until Non-lrritating Fragrance Technology
symptoms subside, then weekly, or as directed by — i .
your veterinarian. Chlorhexidine Gluconate 2% * Miconazole Nitrate 2%

Storage: Store at room temperature (59°F — 86°F) FOR DOGS, CATS, AND HORSES

Nootie LLC, 3333 S. Congress Ave., Delray Beach, FL 33445

Manufactured for and distributed by
1-800-478-7713 Nootie.com

MADE IN USA 16 fl oz (474 ml)



Who said medicated shampoo couldn't smell
amazing? Nootie's soap free Anitmicrobial Shampoo
is for dermatological conditions associated with

infections responsive to Miconozole Nitrate and
Chlorhexidine Gluconate. It is delicately formulated
with our Soft Lilly Passion fragrance which leaves
your pet’s coat shiny, soft and smelling great!
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Drug Facts
Active Ingredients: Purpose
Miconazole Nitrate (2%) Antifungal

Uses: For dermatological conditions associated
with infections responsive to Miconazole Nitrate
and Chlorhexidine Gluconate.

Warnings:

» For animal use only

» For topical use on dogs, cats and horses

» Avoid contact with eyes and mucous membranes

» If eye contact occurs or skin irritation develops,
rinse thoroughly with water, discontinue use and
immediately consult your veterinarian.
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Directions:

Wet coat thoroughly with water. Apply and lather
Shampoo over the entire body, allowing 10
minutes of contact time. Rinse completely with
water. Do not allow animal to lick while bathing to
prevent ingestion. Repeat twice weekly until
symptoms subside, then weekly, or as directed by
your veterinarian.

| Storage: Store at room temperature (59°F — 86'F)
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MADE IN USA
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Medicated
ANTIMICROBIAL SHAMPOO

ANTIFUNGAL AND ANTIBACTERIAL

FOR DOGS, CATS AND HORSES

1 Gallon (3.78 Liters)
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Delray Beach,

Nootie LLC, 1 SE 4Th Ave,
1-800-478-7713 Nootie.com

Manufactured for and distri

Chlorhexidine Gluconate 2%, Miconazole Nitrate 2%

MEDICATED ANTIMICROBIAL

Product Information

Product Type OTC ANIMAL DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

UNII:R4KOODY52L)

UNII:7NNOOD7S5M)

Packaging

# Item Code Package Description
1 NDC:51437-203-16 474 mLin 1 BOTTLE, PLASTIC
2 NDC:51437-203-08 237 mLin 1 BOTTLE, PLASTIC
3 NDC:51437-203-28 3785 mL in 1 BOTTLE, PLASTIC

CHLORHEXIDINE GLUCONATE (UNIl: MOR84MUDSE) (CHLORHEXIDINE -

MICONAZOLE NITRATE (UNIl: VWAH1CYW1K) (MICONAZOLE -

Marketing Start Date

chlorhexidine gluconate and miconazole nitrate shampoo

Item Code (Source)

CHLORHEXIDINE
GLUCONATE

NDC:51437-203

Basis of Strength Strength

29
in 100 mL

MICONAZOLE NITRATE 29

in 100 mL

Marketing End Date




Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 08/01/2016

Labeler - nootie, LLC (008995795)
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