FLORASONE- cardiospermum halicacabum flowering top cream
Schwabe North America

Disclaimer: This homeopathic product has not been evaluated by the Food and Drug
Administration for safety or efficacy. FDA is not aware of scientific evidence to support
homeopathy as effective.

Florasone

Active Ingredient
Contains 10% CARDIOSPERMUM HALICACABUM TINCTURE

Inactive Ingredient

BENZYL ALCOHOL
CETYL ALCOHOL

ETHYL ALCOHOL

GLYCERIN

GLYCOL STEARATE
ISOPROPYL MYRISTATE
MINERAL OIL
POTASSIUM HYDROXIDE
PURIFIED WATER
STEARYL HEPTANOATE

Dosage & Administration
Directions

Adults & Children 6 years of age and older: apply to affected area up to 4 times daily;
rub in gently.

Patch test recommended on sensitive skin.

Indications and Usage

Temporarily relieves itch, rash and skin irritation/inflammation.

Purpose

Temporarily relieves itch, rash and skin irritation/inflammation

Warnings

For external use only.



Avoid contact with eyes and broken skin.

Do Not Use

Do not use if hypersensitive to any ingredients in this product.
Breast-feeding woman show not apply to breast area.

Stop Use

Stop use and ask a doctor if increased skin irritation, rash or other allergic reaction
develops, condition worsens or does not improve within 7 days, symptoms clear up and
occur again within a few days.

These could be signs of a serious condition.

Pregnancy or Breast-feeding

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

Keep out of reach of children

Keep out of reach of children.

Overdose

If swallowed, seek medical help or contact a Poison Control Center right away.
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Drug Facts Drug Facts (continued)

Active ingredient Purpose | Directions

Contains 10% Cardiospermum.................. Eczema, itching, rash, skin | m adults & children 6 years of age and older: apply to affected
halicacabum tincture irritation and inflammationt! N area up to 4 times daily; rub in gently

Uses W patch test on sensitive skin

Warnings
For external use only. Avoid contact with eyes and broken skin.

Do not use mif hypersensitive to any ingredients in this product
m breast-feeding women should not apply to breast area

Stop use and ask a doctor if

m increased skin irritation, rash or other allergic reaction develops
m condition worsens or does not improve within 7 days

W symptoms clear up and occur again within a few days.

These could be signs of a serious condition.

If pregnant or breast-feeding, ask a healthcare professional before
use. Keep out of reach of children. If swallowed, seek medical
help or contact a Poison Control Center right away. >

Other information

W to open: unscrew cap, puncture tube seal, screw cap back on tube
m store at room temperature 20-25°C (68-77°F) in a dry place out of
direct sunlight

Inactive ingredients benzyl alcohol, cetyl alcohol, ethyl
alcohol, glycerin, glycol stearate, isopropy| myristate, mineral oil,
potassium hydroxide, purified water, stearyl heptanoate

—

Questions 7 1-800-ONATURE / naturesway.com

ttThere are no valid studies using current scientific methods
confirming this product’s efficacy. These indications are based
solely on traditional homeopathic principles.

TAMPER EVIDENT. Safety sealed with inner seal. Do not use if tube seal is broken or missing.
©2023 Distributed by Boericke & Tafel®, a division of Nature’s Way Brands, LLC, Green Bay, WI 54311 USA e Product of Mexico
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FLORASONE

cardiospermum halicacabum flowering top cream

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:53499-0390
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CARDIOSPERMUM HALICACABUM FLOWERING TOP (UNIl: MZP2508BRR) SQE%IQSAPBESML;TO\NENNG 1 [hp_X]
(CARDIOS PERMUM HALICACABUM FLOWERING TOP - UNII:MZ P2508BRR) A in 28 g
Inactive Ingredients
Ingredient Name Strength

BENZYL ALCOHOL (UNII: LKG8494WBH)
CETYL ALCOHOL (UNII: 936JST6JCN)

GLYCOL STEARATE (UNII: 0324G66DOE)
GLYCERIN (UNII: PDC6A3COOX)

ISOPROPYL MYRISTATE (UNIl: ORESKALNJS)
MINERAL OIL (UNIl: TSL8T28FGP)

POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)
WATER (UNIl: 059QFOKOOR)

STEARYL HEPTANOATE (UNII: 2M4UGLINCN)
ALCOHOL (UNII: 3K9958V90M)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:53499- 3
1 0390-4 1in 1 CARTON 01/01/2006
1 28 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
unapproved
homeopathic RELZRES
Labeler - schwabe North America (831153908)
Establishment

Name Address ID/FEI Business Operations

Schwabe Mexico, S.A. de C.V. 812805901 manufacture(53499-0390)

Revised: 3/2023 Schwabe North America
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