STERILE SALINE KIDS MIST SINUCLEANSE BREATHE- sodium chloride spray
ASCENT CONSUMER PRODUCTS, INC.

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.

SinuCleanse Breathe, Sterile Saline Kids Mist

Active Ingredient
Sodium Chloride 0.9%
Sterile, Hypertonic Saline Solution,

Sodium Bicarbonate to adjust pH

Purpose
Nasal Wash

Uses

e Nasal congestion

e Removes inhaled irritants (dust, dirt, pollen)
e Moisturizes dry nasal passages

Directions

Directions
Children 6 months and over: Use as often as needed
Children under 6 months: Consult a physician

Warnings
Warnings

Use of this product by more than one person may spread infection
Contents under pressure

Do not puncture or incinerate

Avoid spraying in eyes

Keep out of reach of chlidren.

Other Information

Store between 59 and 86 degree F



Inactive ingredients
Purfied Water

QUESTIONS ?
1-888-547-5492

Saline Nasal Spray product label

SinuCleanse® Kid's Mist's all-natural, preservative

Sterile, lsotonic Saline Solution,
Sodium Bicarbonate LISP to adjust pH

' Nasal congestion
® Removes inhaled irritants (dust, dirt, pollen)
W Moisturizes dry nasal passages

Warnings
m Use of this product by more than one person

may spread infection
= Contents under prassure

+ Use as Often as Needed
« Preservative & Steroid Free
« No Side Effects or Drug Interactions

D":!g IFG'C(‘SI & steroid free formula works to instantly relieve nasal
Active ingredients Purpose | wngestion and initation associated with Colds & Flu,
Sodium Chloride USP 0.9% Nasal Wash

Allergies, Sinusitis, Rhinitis and Dry Air. Its low pressure,

gentle, ultra-fine sterile saline mist safely moisturizes dry
Uses delicate nasal passages while loosening and clearing mucous
from your child’s nose allowing them to breathe easier.

' Do not puncture or incinerate
W Ayvoid spraying in eyes

Directions (For Nasal Use Only)

See directions on can for complate instructions
Other information

dispensing 1-3 short, gentle bursts of
the saline mist so that it coats the

m Stora between 59°and 86° F (15°and 30°C). nasal passage. Wipe the nose gently

® See bottom of can for lot # and expiration date to clear out any mucous REPEBT for

Inactive ingredients f ’

Purified Water 9 the other nostril. U

Questions? m— o

1-888-547-5492 E -
ACP #00-50545-200-00 @E

ek

=== Made In the USA at an FDAregistered  visit: WwW.sinudeanse.com

drua facility to ensure safety & efficacy.

Keep out of reach of chikren Before and after each use, wipe nozzle clean and
Directions expel a short spray into the air to clear nozzle.
Children 6 months Use as often _ 2 2 :

and over: as needed Gently insert tip of nozzle into one nostril and press
Children under  months: | Consult a physician down on the textured area at the base of the nozle

6-46011-50545-7

Distributed by: Ascent Consumer Products Melville, NY 11747 ©2022

All-Natural &

SinuCleanse.

BREATHE

sTERILE SALUINE'

kids it FL

3o USPO.9%

Low Pressure, Ultra Fine Mist
for Infants & Children

Instantly Moisturizes
and Clears Dry
& Stuffy Noses

€ NETWT 450Z (127 g)

I 166,50 mm.

sodium chloride spray

Product Information
Product Type HUMAN OTC DRUG

Route of Administration NASAL

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source)

SODIUM CHLORIDE (UNII: 451W471Q8X) (CHLORIDE ION - UNI:Q32ZN48698)

STERILE SALINE KIDS MIST SINUCLEANSE BREATHE

NDC:42829-001

Basis of Strength Strength

SODIUM CHLORIDE

0.9g in100g




Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QF0KOOR)

Packaging
# Item Code Package Description Marke;::;g S
NDC:42829- 127 g in 1 BOTTLE, SPRAY; Type 0: Not a
1 001-12 Combination Product 06/13/2022
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
unapproved drug 06/13/2022

other

Labeler - ASCENT CONSUMER PRODUCTS, INC. (078396381)

Revised: 8/2022 ASCENT CONSUMER PRODUCTS, INC.

Strength

Marketing End
Date

Marketing End
Date
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