AVON HEXASHIELD ATHLETES FOOT CREAM- tolnaftate cream
Tai Guk Pharm. Co., Ltd.

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.

AVON HeXashield Althlete's Foot Cream

Active Ingredient
Tolnaftate 1 %

Purpose

Antifulgal

Uses
e provenclinically effective in the treatment of most athlete's foot (tinea pedis) and ringworm (tinea
Corporis)
¢ helps prevent most athlete's foot with daily use
e for effective relief of itching, burning and cracking

Warnings

For external use only.

When using this product
® avoid contact with the eyes

Stop use and ask a doctor if :
® irritationoccurs
e there is no improvement within 4 weeks

Do notuse on children
e under 2 years of age except under the advice and supervision of a doctor

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away.

Directions

wash affected area and dry thoroughly

apply a thin layer over affected area twice daily (morning and night)

supervise children in the use of this product

for athlete's foot: pay special attention to spaces between the toes; wear well-fitting, ventilated
shoes and change shoes and socks at least once daily

use daily for 4 weeks; if condition persists longer, ask a doctor

¢ to prevent athlete's foot, apply once or twice daily (morning and night)

¢ this product is not effective on the scalp or nails

Other information



® store at room temperature
¢ Lot No. & Exp. Date: see box or crimp of tube

Inactive Ingredients

butylated hydroxytolune, ceteth-20, cetyl alcohol, methylparaben, mineral oil, propylparaben, sorbitan
monostearate, stearyl alcohol, water

Questions or comments ?
Call toll free 1-800-FOR-AVON

Www.avon.com

Principal Dis play Panel

HeXasheild

Compare to the active ingredient in Tinactin®
Cures & Prevents Most Athlete's Foot

AVON

EFFECTIVE TREATMENT OF:

- ATHLETE'S FOOT - JOCK ITCH - RINGWORM
HeXashield

ATHLETE'S FOOT CREAM
TOLNAFTATE 1% ANTIFUNGAL CREAM
NET WT 1 0z (28 g)
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© 2019 NEWAVON LLC

MADE IN KOREA 8

JLLIINN

DISTRIBUTED BY: NEW AVON LLC, |
03954760104" "6

* gUIORUL] SIBWAPRI) PaIs)siBal au Jo Jaumo Uakeg Aq paynguIsIp J0 painjoeynuBw Jou Si1anpoid Siy]
WOY'UOAR"MMM  NOAY-HO4-008- | 801} [0} /B0 ¢ SPUBLLILLIOI J0 SUOKSaN]
13JEM ‘0402[E |AIea)S

109416 auajdoud ‘|10 [esauiw ‘uagesedifuiaw ‘oyodfe K189 ‘0z-Uia1ed ‘auanjoiixoiphy pajelfing spuaipailiul aajoeu]
0N} J0 W1 J0 X0q 89 :jeq ‘0x3 R 0N J07m Woo! 18 210}S = UojjeuLioj] Jayl0

S]ieu 1o dfeas au} uo anjaya Jou S1onposd siyy = (ybiu Jo/pue Buruiow) Ajrep 2wy Jo 8auo Ajdde 00} s j9]u1e Juaraid o) m
10}20p B Se ‘o qu S|S1S1ad U0RIPu0D J1 ‘Syaam p 1oj Aiep 8sn
fj1ep 80u0 15e3] 1. 008 PUB S304S 36U PuB S30US Paje|auan ‘Buil-||am Jeam :Sao) 8L} Usamyaq S30eds 0} uonualye [el0ads Ked :100) S ala[uyle Joj m

‘31189)SOUOW UBYQI0S

'dX3%® 101

Jonpoxd Siu J0 SN au} Ul UAIP]IL? asiuiadns m

(yBiu pue Buusow) Arep 321wy Bae Pajaae Jaro Jafe uiy) e Aldde m

fjyBnoiouy Aup pue ease pajoale ysem

suondaig

"Feme 3Bl (02407 U0SI0q © Je}u0d Jo djal [eaipaul 1a6 ‘pamojiems Jj “UaJpiiya J 49eal Jo Jno daay

*10}0p B J0 UoIS|AIadnS pue salApe 8l Japun Jdaaxa abe Jo Sieak g Japun uaipyiya uo asn jou oq

SYoaM UM 10U S1 819Uy m SIN000 LORE}LLI m 1 10}00p € Se pue asn dojg

safi9 au) LM J0B3U09 ploae janpoud siy Buisn uaym

*Kjuo asn [eusajxa 104

sBuiiey

Buryae1a pue Buiing ‘Buiyay Jo Jaij) anoay3 Joj m

35 A|rep Ym 100} S,318|ue Jsow Juanaxd sdjay  (suiod1od eaun) uomBull pue (sipad eaun) 100; S, 319]Uye 1S0W JO JuBLLIEAA 8y} Ul NI3YA ABAIUID Ua0id w Sasf)
feBunjyuy % SJRYRUOL
asodind Juaipaibui annoy

sjoe4 bniqg




Drug Facts

Active ingredient Purpose
Tolnaftate 19 Antifungal
Uses w proven clinically effective in the treatment of most athlete's foot (tinea pedis) and ringworm (tinea corporis) m helps prevent most athlete’s foot with daily use
u for effective relief of itching, buming and cracking

Warnings

For | use only.

When using this product avoid contact with the eyes

Stop use and ask a doctor if w iritation occurs w there is no improvement within 4 weeks

Do not use on children under 2 years of age except under the advice and supervision of a doctor.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Gontrol right away.

Directions

u wash affected area and dry thoroughly

w apply a thin layer over affected area twice daily (morning and night)

u supervise children in the use of this produ » )

u for athlete’s foot: pay s?ecial attention to s?aces between the toes; wear well-fitting, ventilated shoes and change shoes and socks at least once daily

u use daily for 4 weeks; if condition persists longer, ask a doctor

u to prevent athlete's foot, apply once or twice daily (moming and/or night) m this product is not effective on the scalp or nails

Other information w store at room temperature w Lot No. & Exp. Date: see box or crimp of tube

Inactive ingredients butylated hydroxytoluene, ceteth-20, cetyl alcohol, methylparaben, mineral oil, propylene glycol, propylparaben, sorbitan monostearate,
stearyl alcohol, water

Questions or comments? Call toll free 1-800-FOR-AVON  www.avon.com
= This product is not manufactured or distributed by Bayer, owner of the registered trademark Tinactin®.
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AVON HEXASHIELD ATHLETES FOOT CREAM

tolnaftate cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:43136-104

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TOLNAFTATE (UNI: 06 KB629TKV) (TOLNAFTATE - UNIL06 KB629TKYV) TOLNAFTATE 10 mg inlg
Inactive Ingredients
Ingredient Name Strength

STEARYL ALCOHOL (UNI: 2KR8914H1Y)

WATER (UNIL: 059QF0KOOR)

BUTYLATED HYDRO XYTOLUENE (UNII: 1P9D0Z171K)
SORBITAN MONOSTEARATE (UNII: NVZ410 H58 X)
CETETH-20 (UNII: 18 35H2IHHX)

CETYL ALCOHOL (UNIL: 936JST6JCN)

MINERAL OIL (UNII: T5L8 T28 FGP)

METHYLPARABEN (UNII: A2I8C7HIST)

PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
PROPYLPARABEN (UNIL: Z81X2SC10H)



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43136-104-01 1in 1 CARTON 07/31/2019
1 28 g in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part333C 07/31/2019

Labeler - Tai Guk Pharm. Co., Ltd. (689060246)

Establishment
Name Address ID/FEI Business Operations
Tai Guk Pharma. Co., Ltd. 689060246 manufacture(43136-104)

Revised: 7/2019 Tai Guk Pharm. Co., Ltd.
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