COLD SORE FEVER BLISTER TREATMENT- docosanol cream
Dolgencorp, Inc. (DOLLAR GENERAL & REXALL)

Docosanol Cream, 10%

Active ingredient

Docosanol 10%

Purpose

Cold sore/fever blister treatment

Uses

e treats cold sores/fever blisters on the face or lips

e shortens healing time and duration of symptoms:
o tingling, pain, burning, and/or itching

Warnings

Allergy Alert: This product may cause a severe allergic reaction. Symptoms may
include:

e hives

facial swelling

wheezing/difficulty

shock

rash

If an allergic reaction occurs, stop use and seek medical help right away.

For external use only

Do not use
e if you are allergic to any ingredient in this product

When using this product

apply only to the affected areas

do not use in or near the eyes

avoid applying directly inside your mouth

do not share this product with anyone. This may spread the infection.

Stop use and ask a doctor if
e your cold sore gets worse or the cold sore is not healed within 10 days



Keep out of reach of children.

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

Directions
e adults and children 12 years or over:
o wash hands before and after applying cream
o apply to affected area on the face or lips at the first sign of cold sore/fever blister
(tingle).
o early treatment ensures the best results
o rub in gently but completely
o use 5 times a day until healed
e children under 12 years: ask a doctor

Other information
e store at 20°-25°C (68°-77°F)
e do not freeze

Inactive ingredients

benzyl alcohol, light mineral oil, propylene glycol, purified water, sucrose distearate,
sucrose stearate

Questions or comments?
Call 1-888-309-9030

Principal Display Panel
tCompare to active ingredient of Abreva®t
Docosanol Cream, 10%

Cold sore/fever blister treatment
e Only FDA approved medicine to shorten healing time*
e Cold sore treatment

NET WT 2 g (0.07 0z)

tThis product is not manufactured or distributed by GlaxoSmithKline Consumer
Healthcare Holdings (US) LLC, distributor of Abreva®.

*DocosanolCream, 10% contains the only OTC medicine approved by the FDA to
shorten healing time and duration of symptoms.

RETAIN THIS INSERT FOR FULL PRODUCT USES, DIRECTIONS AND WARNINGS
DISTRIBUTED BY: OLD EAST MAIN CO.



100 MISSION RIDGE

GOODLETTSVILLE, TN 37072

Package Label

= =

DG’ | health

Docosanol

Cream, 10%
Cold sore/fever blister treatment

+ Only FDA approved medicine
to shorten healing time*
« Cold sore treatment

TLOLE NL'ITIASLLITA00D
39014 NOISSIW 001
‘02 NIVIN 1S¥3 010 A8 31N8¥1SIa

“BARIY J0 JENQUISP ‘JT)
(S0 sBuipioH aleatpjeay 5BLNSLO] AUHYIUISOR
4q panquisip Jo paunjaeynUBIL 10U 8 JoNpoid SiYs

‘SONINHYM ONY SNOIL3HI ‘38N
1IN00Yd TINd HO4 LEISHI SIHL NIVLIH

Compare to
active ingredient
of Abreva®*

Theft
Surveillance
Tag Area

0F06-60F (888)
ipaajueiens
uopejspes

%x00L

1

92208

59726

PLD-AB33A FCOD8Y05 A1343 Product of India
3

“SW0ydis Jo UORRIND PUB
awg bujeay LayoLs 0} yg4 Ay
Ko panasdde uipau 910 Auo aup
SUEU0D 30} 'LUEax]) [0UES020(,
DE06-G0E-898-L 1)
£SJUBLILI0D J0 SUORSN]

ARIEG]S B0LONS ‘BIEJEG|SID BS0LINS JaeM paynd
100k auajfdosd ‘o feszunw 146y ‘ouyoale Vizus. SyuIpAIBLY aAIeL)

‘ SﬁEpﬂ[U!WM paeay WLIB.IDSWMSW.JD?EJM&SENMDMJHM.
101000 € yse pue asn dojg

“uopayUl B, pealds Aew siL) *3uakUE LM JINpad SIY) 31eyS Jou op W
tanow snof apisur Aoanp Buifdde pioxe m  saka 3y} 1eau 1o Ul 35N Jou 0p W
SEBIE 3|23} olj 0 A|uo Aidde @ janpoad sy, Buisn uaym

TRAYI0UODM (ol {-089) DoCZ-02 12 2U0IS
LOELLI

Jonpoud s i Juaipaubu Aue o) oifuaile are nof @ asn jou og

juo asn ewsaixa 104

Joyaop e 52 :sseak 71 J3pun LaIp|Iyo |
pafeal) [un Aep e Sawn G asn m
Aj21210wea 1nq fyuab ut g m
SySel 159 2y} seunsua Juaueas fues m
(816un) Jaysnq JanajBi08
PI00 Jo ubis 11 3U3 1B sdi J0 398} aip U0 BAJE pajtaye o) fdde m
weasa Bukjdde say2 pue aiojaq spuey ysem
om0 Jo s1eak 21 LaUpIYO pue Synpe - SLO[9BN

“Rewe B djay [eoipaLL ¥aes pue asn dojs ‘n200 UONIea) IBIa|E U §|
UseIm oous m  Buiypealq fynalpBuzaoum m
Gujjams [eoej @ sanym  :apnaul Kew swoiduidg
‘uonaeal f.aje axanas e asned Aew janpoid s :paje ABsajy
shiuusey

Bupyay Jopue: Buwn ‘uied ‘Gunun m
“Swoydws Jo uopeInp pue awp Gueay suapous B
50 40 838} a3 U0 SIB)Sq Janaysaios plod Sl M S3S)

“Keme by Jajuag
1RAUR) U0SI0 B 0800 10 o fepaL Ja6 ‘pamoeuns | | IUBLLTERL S0 J2AR|/105 P0Y A0L I0UESR00
U0 J0 Y3E21 0 n0 a3y Juajpasfu) aagay
(panujuod) sjae4 Bnig o4 big

=

Thank you for purchasing Docosanol 10% Cream. We hope that since

Docosanol Cream has been demonstrated to shorten the healing time of cold

sores, it helps you look and feel better faster. Please follow insert directions for
proper use and refer to the information below.

You are not alone
An estimated one-in-five Americans is affected by cold sores each year. Most people who
experience them get two to three cold sore outbreaks each year. Just before and during an
outbreak, the cold sore infection can be easily passed on to others. It is especially important to
be aware of early warning signs that a cold sore is coming, and to be sure to avoid close physical

contact when you have one.

Getting to the Root of the Problem

Ablister, or cluster of blisters around your mouth, is caused by the cold sore virus. After the cold
sore has healed, the virus stays dormant in your body but can be reactivated by everyday triggers
like stress, sunlight, extreme hot or cold weather, colds and flu, lack of sleep, or menstruation.

The Sooner, the Better
Atypical cold sore outbreak can last as long as seven to ten days. The sooner you begin

using Docosanol Cream, 10% the more effective the medicine will be. So for best results,
use Docosanol Cream, 10% at the very start of the cold sore - when you feel the first

sign of the tingle, redness, bump or itch.
Docosanol Cream, 10% is different from other Over-The-Counter cold sore

products. Only Docosanol Cream, 10% contains 10% docosanol, which helps

to shorten the healing time of cold sores and the duration of symptoms

including fingling, pain, itching and burning.

Frequently Asked Questions:

Who can use Docosanol Cream, 10%?
Adults and children 12 years and over can use Docosanol Cream, 10%.

How often can | apply Docosanol Cream, 10%?

Docosanol Cream, 10% should be used five times a day until the cold sore is healed.

Apply it directly to the cold sore at the first sign of a tingle, redness, bump or itch for best
results.

Gan | apply cosmetics on top of Docosanol Cream, 10%?
Yes, cosmetics such as lipstick may be applied over Docosanol Cream, 10%. However, use a
separate applicator, like a cotton swab, to apply cosmetics over an unhealed cold sore to avoid
spreading the infection. For best results, remove any cosmetics prior to applying Docosanol Cream,
10%.

DOLLAR GENERAL HEALTH Cold Sore Fever Blister Treatment




COLD SORE FEVER BLISTER TREATMENT

docosanol cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:55910-859
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DOCOSANOL (UNIl: 9G10E216XY) (DOCOSANOL - UNII:9G10E216XY) DOCOSANOL 100 mg inlg

Inactive Ingredients

Ingredient Name Strength
BENZYL ALCOHOL (UNII: LKG8494WBH)
LIGHT MINERAL OIL (UNIl: N6K5787QVP)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SUCROSE DISTEARATE (HLB 5) (UNII: 33X4X4B90S)
SUCROSE STEARATE (UNII: 274KW00O50M)

Product Characteristics

Color white Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 (DC53910-859- 4 in 1 pacKAGE 12/31/2023 02/28/2028
1 2 gin 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA212385 12/31/2023 02/28/2028

Labeler - polgencorp, Inc. (DOLLAR GENERAL & REXALL) (068331990)
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