DAWNMIST ANTIPERSPIRANT DEODORANT- aluminum chlorohydrate lotion
Dukal Corporation

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.

DawnMist Antipers pirant Deodorant

Active Ingredient
Aluminum Chlorohydrate 4.5%

Purpose
Antiperspirant

Use
e Reduces underarm perspiration.

Warnings

For external use only.

Do notuse

on broken skin.

Discontinue use if

Wirritation and redness
develop m If condition persists for more than 72
hours consult a doctor.

Ask a doctor before use

if you have kidney disease.

Keep out of reach of children

mIf swallowed, get medical help and contact Poison Control Center right away ® Use only as directed

Directions

Apply to underarms only.
Inactive Ingredients
Water, Propylene Glycol, Hydroxypropyl Methylcellulose, Diazolidinyl Urea, Fragrance, PEG-20

Sorbitan Stearate, Triethanolamine, Menthol, lodopropynyl Butylcarbamate
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Drug Facts
® Active Ingredients Purpose
DawnMist
Chlorohydrate 4.5%..........cccc.. Antiperspirant
DEODORANTS Use: Reduce underarm perspiration.

Warnings: Do not apply to broken skin.
m If a skin rash develops, discontinue
use. m Keep out of the reach of children.

R0ll-on Directions: Apply as needed.
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Methylcellulose, Fragrance, PEG-20 Sorbitan
REDUCES WETNESS & ODOR Isostearate, Diazolidinyl Urea,

FRESH SCENT Triethanolamine, Water
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DAWNMIST ANTIPERSPIRANT DEODORANT
aluminum chlorohydrate lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:65517-1010

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength

ALUMINUM CHL O ROHYDRATE (UNI: HPN8 MZW13M) (ALUMINUM CHLOROHYDRATE - ALUMINUM 45 mg

UNI:HPN8 MZW13M) CHLOROHYDRATE in 1 mL



Inactive Ingredients

Ingredient Name
WATER (UNIL: 059 QFOKOOR)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
HYPROMELLOSES (UNIL: 3NXW29 V3WO)
DIAZOLIDINYL UREA (UNI: HSRIZ3MPW4)
IODOPROPYNYL BUTYLCARBAMATE (UNIL 603P14DHEB)
TROLAMINE (UNIE: 903K93S3TK)
MENTHOL (UNIE: L7T10EIP3A)

Packaging

# Item Code Package Description

1 NDC:65517- 44 mL in 1 BOTTLE, WITH APPLICATOR; Type 0: Nota
1010-1 Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation
OTC monograph final part350

Labeler - Dukal Corporation (791014871)

Establishment

Name Address
KEN PRIMA COSMECEUTICALS SDN. BHD.

Revised: 11/2018

Strength

Marketing Start  Marketing End

Date Date

01/10/2013 09/28/2021

Marketing Start Date Marketing End Date

01/10/2013

ID/FEI
865792209

09/28/2021

Business Operations
manufacture(65517-1010)

Dukal Corporation
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