TINACTIN- tolnaftate cream
Bayer HealthCare LLC.

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.

Tinactin @ Jock Itch
Drug Facts

Active ingredient
Tolnaftate 1%

Purpose

Antifungal

Uses
= cures most jock itch (tinea cruris)
= for effective relief of itching, chafing and burning

Warnings
For external use only

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

When using this product avoid contact with the eyes

Stop use and ask a doctor if
= jrritation occurs
= thereis no improvement within 2 weeks

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

use daily for 2 weeks; if condition persists longer, ask a doctor

this product is not effective on the scalp or nails



Other information
store between 20° to 25°C (68° to 77°F)

Inactive ingredients

ceteth-20, cetostearyl alcohol, chlorocresol, mineral oil, propylene glycol, purified water,
sodium phosphate monobasic, white petrolatum

Questions?
1-866-360-3266
Distributed by Bayer Healthcare LLC, Whippany, NJ, USA, 07981.

PRINCIPAL DISPLAY PANEL - 15g Tube Carton

Relieves:
e itching

* burning
* chafing




NET WT
159 (1/2 02)

31000359
Vislt us at www.tinactin.com

recyclable

ﬁ carton

puBul4 J0 Jonposg
1afkeg 19620 rn ‘fueddiym ‘971 ereguyesy Ja/eq Aq 1sig

, Iafeg 102 @
‘1afeg 10 syIewapel) paiajsibar ale atey) ugoeul] ayj pue upay ybno] ‘upoeul] ‘ssolr Jakeg auy ‘iafeg

99¢£-09€-998-1 gSHO_I}SBHD

wnyejoliad ayym ‘oiseqouow speydsoyd

wnipos ‘1a1em payind ‘joaA|6 ausjAdoid ‘1o [rIguIW “[0Sa10010|YD
‘Joyoofe |Aeajsojed ‘0g-Weieo  spuaIpalbul angaeuy

(4022 03,89) 0,52 0} .0z UsaMIaq 810}s  oIjeuUIojul 13ay]0
S|IeU Jo djeos alp uo aA308)ie 1ou s11anpodd syl e

loja0p e yse ‘Jabuo| s1sisiad LOIIPUOD I (syeam Z Jof Ajiep asn m
1onpoid S|y} 10 asn 8yl Uy uaip|iyo asiniadns m

(1yBiu pue Bujuiow) Apep aaim] eale pajoaye Jano Jafe| uiyy e Adde m
AluBnoisoyy Alp pue eale pajosjle USeM m

suonaaliq

“Reme 1y B1J 191U89 [0J1U0D UOSIOd B JOBIL0D Jo djay [eaipal 196 ‘pamo|ems 1 "uaipliya Jo yaeal jo jno daay

S)aam Z UIyIMm juswanosduil ou Sl 8Jeylm  SJNDD0O LONEBIIN m  J] JOJ20D B ¥Se pue asn dojs

safa syl yum 1or1u02 ploae janpod sjiyy buisn uaum

"10100p  Aq pajoalip ssajun abie Jo sieak z Japun uaipjiyd Lo 8sn jou od

Ajuo asn |eusaxa Jod

sburuiey

fuiuing pue Buieys ‘Buiys) 1o 818l aA198)8 10} m

(stunJo eaun) Yoyl ool 1S0W S8IND m

sasf]

[efunynuy % | 8leleujoL
asodind Juaipaibui annay

sjae{ bug

o
]
3
=
3
2
=
)
20
-
b S
S
o
0
=
o
~

TOUCH ACTIN'

Tinacting



tolnaftate ANTIFUNGAL
CURES MOST JOCKITCH

ANTIFUNGAL
CREAM

Relieves:
e jtching
e burning
e chafing

NET WT
159 (1/2 o0z)

TINACTIN

tolnaftate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:11523-0934

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
TOLNAFTATE (UNIl: 06KB629TKV) (TOLNAFTATE - UNII:06KB629TKV)

Inactive Ingredients

Ingredient Name
CETETH-20 (UNII: I835H2IHHX)
CETOSTEARYL ALCOHOL (UNIl: 2DMT128M1S)
CHLOROCRESOL (UNII: 36W5307109)
MINERAL OIL (UNIl: T5L8T28FGP)
PROPYLENE GLYCOL (UNII: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SODIUM PHOSPHATE, MONOBASIC (UNII: 3980JIH2SW)
PETROLATUM (UNIl: 4T6H12BN9U)

Product Characteristics

Color white (White to Off-white)
Shape

Flavor

Contains

Basis of Strength Strength

TOLNAFTATE 10mg inlg
Strength

Score

Size

Imprint Code



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
NDC:11523- 3
1 0934-2 1in 1 CARTON 12/12/2002
1 15 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
OTC monograph final part333C 09/23/1993

Labeler - Bayer HealthCare LLC. (112117283)

Revised: 9/2023 Bayer HealthCare LLC.
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