CAREALL TOLNAFTATE- tolnaftate cream
New World Imports, Inc

Drug Facts
Tolnaftate 1%
Antifungal

Keep out of reach of children. If Swallowed, get medical help or contact a Poison
Control center right away.

e Proven clinically effective in the treatment of athlete's foot (tinea pedis), jock itch
(tinea cruris), ringworm (tinea corporis)
e For effective relief of itching, burning and cracking

For external use only
When using this product avoid contact with the eyes

Stop use and ask a doctor if
e jrritation occurs

e thereis no improvement within 4 weeks (for athlete's foot or ring worm) or 2 weeks
(for jock itch).

Do not use on children under 2 years of age unless directed by a doctor

Wash affected area and dry thoroughly

e Apply a thin layer over affected area twice daily (morning and night) or as directed by
a doctor

e Supervise children in the use of this product

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

e For athlete's foot and ringworm use daily for 4 weeks, for jock itch use daily for 2
weeks.

e If condition persists longer consult a doctor

e This product is not effective on scalp or nails

Ceteth 20, Cetyl Alcohol, Methylparaben, Mineral Oil, Propylene Glycol, Propylparaben,
Sorbitan Monostearate, Steryl Alcohol, Purified W ater
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Antifungal Cream

For treatment of athlete’s foot,




jock itch, and ringworm

Dye-free
Tolnaftate Gream -

Fragrance-free
TOLNAFTATE CREAM USP, 1%

+ CARE

Toinaftate Cream

TOLNAFTATE CREAM USP, 1% NET WT
COMPARE TO ACTIVE INGREDIENT IN TINACTIN®*
0.50Z (14g)

Tolnaftate Cream USP, 1%

Tolnaftate Cream || ||||||” ||“

r_ 50-100-7281S # OON EIpU| Ul 8Pely  woo'sjonpoidiealed mmm 8Z2/E NL ‘elliauseN ‘Aep susuly 091 ‘sionpoid [1yeie :Ag painguisiq
“sUlioBUl] yewapel) paialsibal ay) jo Jsumo ‘Jakeq Aq painquisip Jo painjoejnuew jou si jonpoid sy |,

181e M pallng ‘joyodly [Auesls ‘elesealsouoiy
Uelgiog ‘usqesedjfdoid ‘j0ak|5) susjhdoid IO eseul ‘usqesediAuien ‘oyodly 1Ki8D ‘0z uieled SpudIpalbul aaipoeu|

agn} Jo dwikd Jo x0q 89S :ale “dx3 g 'ON 107 M (4.98 0} ,65) D-0€ 01 .G} UsMIAq aiols M YoIpeWIoUl 18Y10

|

|

|

|

| "S|Ieu 10 d[eos ay} uo aaldaye Jou s| jonpod siy} M J0joop B jnsuod Jabuo) sisisiad uopuod j M syeam g Joj Ajiep asn yoy ool 1oy
[ ‘syPem ¥ 1o} Ajlep asn wiombull pue 100} S 818|Ule Jo} M AJIep 99U0 JSe9)| 1B $Y00S pue $aoys abueyo pue saoys palejuaa ‘Buiii-|jom reem
| ‘s90] 8y} Usamjaq seaeds o} uonuaye [eioeds Aed 00} s,e1e|yte 1o} M 1onpoid Sy} JO 8Sn By} Ul uap|iyd esiniadns m 10300p B Aq pejoallp
. se 10 (JyBiu pue Buiuiow) Ajrep saimy eaie pajosye Jano Jeke| uiy) e Aidde m Ajybnoiou} Aip pue eale pejosye ysem m SUOIOBUIC
|

L

Aj2jeIpaw] JaJUaT) [0AJU0T) UOSIOd B J9BjUCT Jo djay [eaipaul 16 ‘pamojiems J| "UaIpIIYD JO yoeal jo Ino daay

10j00p € Aq pajoallp ssajun abe Jo sieak g Japun UaJp|iyo uo asn jou og

(yoy ool Joy) syeem

Z 1o (wiombBut 10 100} S,818|Y1e 10}) S}B9M 7 UIYJIM JusLWaAoldwl ou S| 213y} M SINOO0 UONE)LI M J1 J0190p B YSe pue asn do)g
safa yum Joeluoa pioae Janpoad siyy Buisn uaym

"Ajuo asn |eulaxa Jo4

sbuiuiep

Bupoeso pue Buiwing ‘Buiyoy Jo jaiie) anoaye 1o M (suodiod
eauly) wiombuu pue ‘(sunJ eauny) yoy yaol ‘(sipad Baul) 100} S,818|UIe 1SOW JO JUSWIEAI} Ay} Ul BAIDBYS Aj[eaiulld uarcid m sasn

|Eﬁunl|lUV anrannans CVOL aleueulol
asodind ;uatpa:ﬁul 2ANOY
_ . sjoe4 bnug

=



CAREALL TOLNAFTATE

tolnaftate cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:51824-001

Ingredient Name Basis of Strength Strength

Tolnaftate (UNIl: 06KB629TKV) (Tolnaftate - UNII:06KB629TKV) Tolnaftate

Inactive Ingredients

Ingredient Name
Propylene Glycol (UNIl: 6DC9Q167V3)
Mineral Oil (UNIl: T5L8T28FGP)
Stearyl Alcohol (UNII: 2KR8914H1Y)
Cetyl Alcohol (UNII: 936JST6JCN)
Sorbitan Monostearate (UNIl: NVZ4I0H58X)
Ceteth-20 (UNII: 1I835H2IHHX)
Water (UNIl: 059QFOKOOR)
Methylparaben (UNIl: A2I8C7HIIT)
Propylparaben (UNIl: Z8IX2SC10H)

Product Characteristics

Color white Score
Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start

Date

NDC:51824-001- 14 g in 1 TUBE; Type 0: Not a Combination 06/01/2012
05 Product

NDC:51824-001- 28 g in 1 TUBE; Type 0: Not a Combination
01 Product

1

2 06/15/2018

Marketing Information

10mg inlg

Strength

Marketing End
Date



Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC Monograph Drug MO005 06/01/2012

Labeler - new World imports, Inc (075372276)

Revised: 1/2024 New World Imports, Inc
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