DOCOSANOL- docosanol cream
Rite Aid Corporation

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:
e tingling, pain, burning, and/or itching

Warnings
Allergy Alert

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

facial swelling

wheezing/difficulty breathing

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

e 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:

(e]

[e]

(e]

(e]

(e]

wash hands before and after applying cream

apply to affected area on the face or lips at the first sign of cold sore/fever blister
(tingle).

early treatment ensures the best results

rub in gently but completely

use 5 times a day until healed

e children under 12 years: ask a doctor

Other information
e store at 20° to 25°C (68° to 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 1-877-753-3935 Monday-Friday 9AM-5PM EST

Principal display panel

Compare to the active ingredient in Abreva®t
COLD SORE/FEVER BLISTER TREATMENT
DOCOSANOL CREAM, 10%

Only FDA approved medicine to shorten healing time.*

Cold sore treatment
NET WT OZ (q)

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

*Docosanol Cream, 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: RITE AID,



200 NEWBERRY COMMONS
ETTERS, PA 17319

Package label

NDC 11822-3451-7

Compare to the active ingredient in Abreva®t

COLD SORE/
FEVER BLISTER it
T R E Q —|_ M E N T Aﬂn:SIai;eart':d :n‘::;l—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
DOCOSANOL CREAM, 10%

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
Only FDA approved
medicine to shorten Getting to the Root of the Problem

contact when you have one.
icine fo/s
healing time A blister, or cluster of blisters around your mouth, is caused by the cold sore virus. After the cold
Cold sore treatment i b sore has healed, the virus stays dormant in your body but can be reactivated by everyday triggers
9 like stress, sunlight, extreme hot or cold weather, colds and flu, lack of sleep, or menstruation.

The Sooner, the Better
A typical 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 tingling, pain, itching and burning.

Thank you for purchasing Docosanol 10% Gream. 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.
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331NUHEND Who can use Docosanol Cream, 10%?
NORLAbASITHS Adults and children 12 years and over can use Docosanol Cream, 10%.
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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.
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Can | 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%.

13 WS- Repu3-(EpUO SEBE-ESL-LL8- ) I[2) L] SAEp Q. LigI peleal Jou | 210S Pjod 8L 10 @s.0 Sjaki a:0s pioo noi m

£SUBLLILLIOD JO SUORSANY 1110320 B y5e pue asn dojg

; . s e S141 ‘2U0AUE M Jonp0Jd 1L BIeyS 10u 09
BJEJBAIS 850.0NS 'ATRIBA|SID 350.0NS "JAJEM mﬂﬂm UL o pras L

\ \ i anows anok apisu) Agap Guididde pONe M Saka au) Jbau JO Uy 3N 10U 00

Yoo auayidaid ‘0 s ) ‘oucor Vzuaa SpuaipaBu) anrjoeu) e e i

RZoRY JOUOD M (d,12-489) 052-02 € IS 1onpoud s uf aipaiBul Aue of oiBiajie axe nod j m  asn jou og

U1 J84)0 Kuo asn [ewajxe Jog

10}20p B Y5e :s3eak 7). JapuN UBIpYD W “Kewe 1B djay [ajpalu yaes pUE asn dojs ‘sinaoo uogaes) difisaye U |
Péjeal jun Az & Selp G ssn m yselm ooy m  Bugeaig Anayyp/ugzeaym m
fiaeidiwoa yng Aguab ui onim Gugoms feroe, @ sany @ apnjau Aew swoydwig
S1INSaJ 1530 alj) SanSUa Jualeal) e | “Londeal ifajle aiaaas & asned few janpoid siy| saje ABsaygy
effup) sasyg Janays shujusey]
Pioa jo ufijs Jsily ay) 1 sdj Jo 38 o L0 BaR pAjoayE o) Aidde m
Wweasa Buikdde Jaye pue aiojaq Spuey ysem W Buiyay Jorpue ‘Bujwng ‘uied ‘Buybuy m
1h0 J0 Sieak 71, UIPIYI PUE SN W SUONJAII] “swopduds 0 vojzINp pue aw) Bugeat) suapoys W

il 10 83} 8U) LD SIBIS|Q 1BAB/SAI0S {00 SR M SAS[)

“feMe U6 a1U)
1000 LOSI0g B 198300 10 djay eajpauy 126 ‘paimoyiems | | EULIEAL JEISHQ SaABJRL05 plog 01 I0UBSCI0Q
wapp o weas o deay | 2s0ding Juaipabu) ampoy
(panupuod) sjoe4 Bnig 5084 binug

O

RITE AID Cold Sore Fever Blister Treatment




DOCOSANOL

docosanol cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:11822-3451
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
NDC:11822- .
1 3451-7 1in 1 PACKAGE 12/31/2021 01/01/2027
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 ANDA208754 12/31/2021 01/01/2027

Labeler - rite Aid Corporation (014578892)
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