DOCOSANOL - docosanol cream
Encube Ethicals Private Limited

DOCOSANOL 10% CREAM

ACTIVE INGREDIENT(S)

Docosanol 10%

PURPOSE
Cold sore/fever blister treatment

USE(S)

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.

Syptoms may include:

e 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 affected areas

e do not use in or near the eyes

e avoid applying directly inside your mouth

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

STOP USE AND ASK 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

adults and children 12 years or over:

e wash hands before and after applying cream

apply to affected area on 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

children under 12 years : ask a doctor

STORAGE
e store at 20°-25°C (68°-77°F)

do not freeze

INACTIVE INGREDIENTS

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

QUESTIONS OR COMMENTS?

call toll-free 1-833-285-4151 from Monday to Friday between 9 am to 6.30 pm
Manufactured by:

Encube Ethicals Private Limited

Plot No. C1,Madkaim Industrial Estate, Madkaim,

Post: Mardol, Ponda, Goa - 403 404, India

Distributed by:

Encube Ethicals, Inc.

200 Meredith Avenue, Suite 101A

Durham, NC 27713, USA

Thank you for purchasingDocosanol Cream, 10%. We hope that since Docosanol
Cream shortens 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

A blister, 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

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.

FREQUENTLY ASKED QUESTIONS:

For Pump Bottle

How to use your Docosanol Cream, 10% Pump

- Adults and children 12 years and over can use 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.

- If you wish, you can apply cosmetics such as lipstick 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%.

Press Pump completely about 6-8 times to get first dose.

® 6

STEP 1 - Wash your hands before and after treating the cold sore.




STEP 2 - Remove cap and press pump firmly. When first used, expect to press pump
completely about 6-8 times before obtaining first dose.

STEP 3 - Rub in gently but completely 5 times a day until healed for maximum of 10
days.

STEP 4 - Place cap back on pump after each use.

For Tube
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.

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%.

PRINCIPAL DISPLAY PANEL

For Pump Bottle - Carton Label

NDC 21922-023-17

DOCOSANOL 10% CREAM

Cold Sore/Fever Blister Treatment

Only FDA Approved to Shorten Healing Time*
Cold Sore Treatment

NET WT

2g (0.0702)



*Docosanol Cream, 10% contains the only O0TC medicine approved by
the FDA to shorten healing time and duration of symptoms.

Drug Facts Drug Facts (continued)

Active ingredient Purpose JJ>donotusein or near the eyes
Docosanol 10%...Cold sore/faver blister treatment Jl *avoidapplying directly inside your mouth

=donot share this product with anyone, This may
Uses treats cold sores/fever blisters on the spread infection.
face or lips

= shortens nealing time and duration of Stop use and ask a doctor if - your cold sore gets
symptams: waorse or the cold sore is not healed within 10 days
= tingling, pain, burning, and/or itching #eep ?\umﬁ”" mcdhimlrﬁnl_ 5
. swallowed, get medical help or contact a Poison
mffg’:ﬂff Control Centerrightaway.
This product may cause a severe allergic reaction. Directions

Symptoms may include: = hives «facial swelling : .
=wheezing/difficulty breathing shock erash e adults and children 12 years orover:

Ifan allergic reaction occurs, stop use ard seek medical =wash hands before and afterapplyina cream
help right away. = apply to affected arza on face or lips at the first
For use only signofcold sore/feverblister (tingle)
Da not use - f you are allerglc 1o any imgredientin Jj *82rly trealmentensures best results
this product +rubin gently but completely

+use 5 times a day until healed

Whenusing this product

=apply only loaflected areas » | * children under 12 years: ask a Doctor .

Drug Facls (continued) Drug Facls (confinued) e
Otherinfarmation «&" Questions or commenis?

+store 20-25°C (68°-77°F) call toll-free 1-833-285-4151 from Monday to Friday

* do not freeze between 9am to €,30 pm

Inactive ingredients

benzy! alcohol, light mineral oil, propylene glycal,
purified water, sucrose distearate and sucrose
stearate »

/

NDC 21922-023-17 € Encube

Docosanol (B, 10%  cesertmames

Cold Sore / Fever Blister Treatment
Only FDA Approved Medicines to Shorten Healing Time*

NET WT 2 g (0.07 oz)

28 x 31 mm
Unvarnish Area
for Over coading

I

= i Mfg. Lic. No.: 361 Retain this carton for full product Portable
Manufactured by : uses, directions and warnings. Convenient
Encube Ethicals Private Limited If you are not completely satisfied,
Plot No. C1, Madkaim Industrial save receipt and remaining product, Pu_mg g Area for batch coding
Estate, Madkaim, Post: Mardol. and call us st 1-833-285-4"5" . 2
Ponda, Goa —403 404, India. u (For Rafaranca Cnly]
Distriouted by : a LOT: KXHOCO00X
Encube Ethicals, Inc. EXP.: X000
200 Meredith Avenue, Suite 101A 1 }
Durham, NC 27713, USA Sl S 2 2R 5 I P

T1OHG0-2ER-1 1051 RO uoneuwo aiowod SRS S R E S

38N 4283 131z dwind L0 4080 I 3%81d - ¥ LS gy “Ajwiiy dwnd ssaid pue deo eroway - g 318
*SABE | 40 WINWIXEL 10} PoJEaY |3N 2108 D] 09 &Y}
Kep @ sown § Ajoi0jdwaea ing Ajuab ui gny - ¢ 31§ Buneosy Jaye pue 210403 spuey AnoA Yse - | daLs

*asop 8413 }ab 0} sawny g-9
noqe Ajgjajdwod dwng ssaid

| wes 3\nuesnanuﬁu\mddemmurJsauamsm:iuua/\omal S1|11S81 180 104 "U01IsJul 8y}
ﬁu!pEest plure 0} 8108 P|0J P8[E3YUN UE JBAD S1J8Ws03 Ajdde 0} ‘qe/ms ucj oo e 81| Jojedijdde ajeiedss
£ 951 J3NMOH w50 ‘LIB3JY |0UBST00( J8A0 Xapsdy Se yans sonawsed fjdde uea noA ‘qsym nok j| -

(20 £0%) BZ LM 13N

%01
Jouesodoq
L1£207026.2 JaN

*3)INSa4 1594 104 4o} 1o dwing ‘ssaupal ‘9jfur e o udis 1Sy 09U} 1E 3408 p|02
ay) 0} Appeauip 1 Ajddy *pajeay s1 a10s Pjod Ay} |uN ABP B SBLUI}BAY PasN &q pINOYS %0 ‘LWIEa1) |oUBSCI0( -
1870 pUE SIE8A Z | UBIP|IYT PUE SHNPY 104 -
dwng o0 ‘weas) jouesoao( INoA 3sn o) MOH
*Bujuang pue Buyay ‘ured ‘BuyBuny Sujpnjoul swoldwids jo uojjeinp
3y} pue $3108 p|od Jo 3wl Buleay 3y} uspoys o1 SAjaY YaIyM |OUBS0D0P %0} SUIRIUDD 840} ‘WIBAI)
|ouesaooq AjuQ "sionpoid 810S Pjod JEIUN0I-EU}-19A0 JBYI0 WOI) JUBIBRIP SI %0} ‘WBBI9 |ouBs090q
*o) 40 dwng ‘ssaupal ‘a|bur ay}Jo ubIS 1.1 8L} |38} NOAUAYM -310S P[0 U} JO Le)S Alda
U} 1B %0 ‘Weal?) |OUBS00(] 3SN ‘S}INSaJ }S30 J0J 0S "aq ||IM JUIIIPALU EU} DARDLD 3I0W AU} ‘%40 LIBaIY
|ouesoaog Buisn uidaq noA 1ouoos ay | 'SARp ug) 0) UA3S Se Buo| Se1SR| UBI YealqIno a10s pjod [eaidf] v
1anag ay) ‘1aunos ay|

“UOITENIISUBLL 0 “083[S J0 40¥] ‘N|} PUE S0|09 *IALYEAM PIDDJ010Y BWIRIIX8 JyBIjuns

'ssalls ayl| siaD0LL Aepfuans Aq pajennoesl aq Ued Jng Apog JNoA ul JueuLop sfejs sniin sy} ‘psjeay

SBU 8108 D|02 8Y} B}y "SNJIA 2108 P|02 8} AQ Pasnea S| ‘YInoLL INOA pUNOJE SIa}sI|q J0 JaJsn|a 1o ‘Iaisljg Y

Wwa|qo4d ayy o jooy ay) o) bunjay

*ali0 3ARL NOA UaLm 198109 [BisAiyd £S0/9 pioa 0] a1ns aq 0] pue ‘Buiiod

s12108 p|od ® ey sufis Buniem Apea jo aieae aq o] uepodwl Ajeadsa s1 | "SIsUI0 0] Uo passed Ajisea

af] URA LION23JU1 108 Pj02 L) ‘Yeaiqine ue Guunp pur 210ja0 1SNP*1EaA ]9Ra SHPAIING 8108 |0 33N} 0] OM]

186 waly) aauanadxa oum ajdoad 150} "1eak yara sai0s pjod Aq pajna)je S SURALALIY AAl-U1-3U0 PAIRILINSS LY

2UOJR |0U AIe NDJ

*/A0(9q UOIJELUI0JUI 32 0] J8j8. pUE SN Jedoid 10} SUOROAIIP MBSU] MOj|0}

8580|d "10)SE) JIBJ}Oq |88} PUE J00| NOA S|3Y Jl ‘S8103 P|02 JO Ll Buijesy ey) UBLOUS 01 pejesisuOWBp
| Usad Sey Wes1) |ULs000(] BIUIS Jeul 8doy em %01 ‘Wweai) |ouesosoq Buiseyaind o) nof yueyy |




*Docosanol Cream, 10% contains the only 0TC medicine approved by
the FDA to shorten healing time and duration of symptoms.

Drug Facts Drug Facts (continued)

Active ingredient Purpase J* donotuse in or near the eyes
Docosanol 10%...old sore/fever blister treatment J§ *avoid applying directly inside your mouth

. =donot share this product with anyone. This may
Uses « treats cold sores/fever blisters on the spread infection.
face or lips

« shartens healing time and duration of Stop use and ask a doctor if « your cold sore gets

symptoms: worse or the cold sore is not healed within 10 days

. tinglin% pain, burmnﬁ, and/or itchinﬁ Keep out of reach of children.
Warnings |f swallowed, get medical help or contact a Poison
Allergy alert Control Center rightaway.
This product may cause a severe allergic reaction. : i
Symptoms may include: «hives «facial swelling Directions . .
«wheezing/difficulty breathing «shock «rash *adulis and children 12 years or over:
Ifan allergic reaction occurs, stop use and seek medical fj *wash hands before and after applying cream
help right away. = apply to affected area on face or lips at the first

For external use only sign of cold sore/fever blister (tingle)
Do not use = if you are allergic to any ingredient in jj *€arly treatment ensures best results

this product 'rubié‘lgemly rijutcomﬂ]etellyd
i i +use 5times a day until heale
Y:';,;ﬂ'y“;n'i‘y%:,“;?,gg?;'d“g}eas » I+ children under 12 years: ask a Doctor %

Drug Facts (continued) Drug Facts (continued)

Other information «&" Questions or comments?

= store 20-25°C (68°-77°F) call toll-free 1-833-285-4151 from Monday to Friday
= do not freeze between 9amt06.30 pm

Inactive ingredients

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

v

NDC 21922-023-17 € Encube

Docosanol (FLr), 10%  cossem e

Cold Sore | Fever Blister Treatment
Only FDA Approved Medicines to Shorten Healing Time*

NET WT 2 g (0.07 02)

28 x 31 mm
Unvarnish Area
for Over coading

7

Mfg. Lic. No.: 361 Retain this carton for full product Portable

Manufactured by - uses, directions and warnings. Convenient

Encube Ethicals Private Limited If you are not completely satisfied,

Plot No. C1, Madkaim Industrial save receipt and remaining product, Pump Area for batch coding
Estate, Madkaim, Post: Mardol, and call us at 1-833-285-4151.

Ponda, Goa — 403 404, India.

Distributed by :

Encube Ethicals, Inc.

200 Meredith Avenue, Suite 101A

Durham, NC 27713, USA M s ln e sy

(For Reference Only)

LOT: XXX
EXP.: JOOUKXX

"\ DCE3A/00




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

A blister, 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 oritch.

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 symptomsincluding tingling, pain, itching and burning.

How to use your Docosanol Cream, 10% Pump

-For Adults and Children 12 years and over

-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 atingle, redness, bump or itch for best results.

- If you wish, you can apply cosmetics such as lipstick 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%.

o S

STEP 1 - Wash your hands before and after treating STEP 3 - Rub in gently but completely 5 times a day
the cold sore. i until healed for maximum of 10 days.
STEP 2 - Remove cap and press pump firmly. When §TEP 4-Place cap back on pump after each use.

About 6.8 1imea betors cotamine fret dose. . Formore information: Callus at 1-833-285-4151.

Press Pump completely about
6-8 times to gel first dose.

, 10%

NET WT 2 g (0.07 0z)

NDC 2192202317
Docosanol

o

For Pump Bottle - Bottle Label

NDC 21922-023-17

DOCOSANOL 10% CREAM

Cold Sore/Fever Blister Treatment

Only FDA Approved to Shorten Healing Time*
Cold Sore Treatment

NET WT

29 (0.0702)



46 mm

. AN

Docosanol (B2, 10%

Cold Sore / Fever Blister Treatment
NET WT 2 g (0.07 oz)

€ Encube

E Retain carton for full product uses, directions and Mfg. Lic. No.: 361 Batch Coding (For Reference Only)
0 warnings. Apply only to the affected area 5 times
o a day until healed for maximum of 10 days. LOT: XXOOOXXXX
Do not use in or near the eyes.
Manufactured by: Encube Ethicals Private Limited 4_/ EXP.; XXXXXX
Plot No. C1, Madkaim Industrial Estate, Madkaim, NVZ
Post: Mardol, Ponda, Goa — 403 404, India. =)
- ’ S 19 x 13 mm
Distributed by: Encube Ethicals, Inc. 3
200 Meredith Avenue, Suite 101A Durham, (Uj
NC 27713, USA a
Pranita Graphics
Product Docosanol 10% Cream 2 g Label Colours Used
Artwork Code | DCE2A/00 I | Pantone 158 C
SAP Code NA . Pantone 639 C
Pharma code 9 Pantone 311 C
Size (Dia) 46 x 25 mm B | Black
Material - . Pantone Process Blue C
Grammage NA . Pantone 312 C
EnCUbe Spl Req. NA D Base White Colour
History New Artwork D Keyline (not to print)
Minimum Font Size: 3 pt
Maximum Font Size: 6.111 pt
NV/22.07.2020
Prepared by: Reviewed by: Approved by:
Pkg. Devp. Dept. Production Dept. Engineering Dept. RA (HO) QA (GOA) Head Pkg. Devp.

For Tube - Carton

NDC 21922-023-18

DOCOSANOL 10% CREAM

Cold Sore/Fever Blister Treatment
Only FDA Approved to Shorten Healing Time*
Cold Sore Treatment

NET WT
29 (0.07 oz)
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*Docosanocl Cream, 10% contains the only OTC medicine approved by R

the FDA to sharten healinﬂme and duration of symptoms.

Drug Facts Drug Facts (continued)
Active ingredient Purpase |*donotusein ornear the eyes
Docosanol 10%..,.Cold sore/fever blister treatment =avoid applying directly irside ‘FOUT mouth
——————— * (|0 Ot _shara.mls product with anyonz, This may
Uses « treats cold sores/tevar dlisters on the spread infectizn.
. 'sarfgr{)ern‘slspﬁealing time and duration of Stop use and ask a doctor if =your cold sore gets
symptoms: worse or the cold sore is not 1ealed within 10 days.
« lingling, uain, bur'ling-, and/or ilching Iltleep [‘l‘nl nf&eauh u“:dhimlrlml- .
. swallowed, gel medical help or conlacla Poison
mf&';‘;’,’gf Contral Genzer right away.
This orocuct may cause a severe allergc reaction. : :
Syrmptoms may inslude. « hives »facicl swelling Directions

= wheezing/difficulty breathing »shock =rash eadults and children 12 years or over

Ifanallergic reaction occurs, stop useand szekmed cal | =wash hands before andafler applying cream

help rightaway. « apply o affected area on face or lips at the first
For extarnal uss only sign of cold sore/fever blister (tingle)

Do not use = i you are alle’gic 1o any ingredicntin || =earlytreatmentensures the best results

this product =rubin gent\ytéutcon'ﬂetgyd

Wh ing thi =use 5times aday until Feale

. a;al\llyuosr:{;,gt; ;?fg;?eddu;:eas b |- children under 12 years: ask a doctor [N
Drug Facts (continued) Drug Facts (continued)

Other information 16" Quesfions orcomments?

= stora 20-25°C (63°-77°F) call toll-free 1-833-285-415 from Monday to Friday
= do not freeze betwaen 9am to 6.30 pm

Inaclive ingredients

benzyl zlcohol, light mineral 2il, propylzne glycol,
purified water, sucrose distearate and sucrose
siearate b
e

NDC 21922-023-18

Docosanol (G510, 10%

Cold Sore / Fever Blister Treatment
Only FDA Approved Medicines ta Shorten Healing Time*

NET WT 2 g (0.07 02)

€ Enaube

Cdld Sore Treatment

28 x31 mm
Unvarnish Area
for Qver coading

x

v

Mfg. Lic. No.: 361

Manufactured by :

Encube Ethicals Private Limited

Plot No. C1, Madkaim Industrial Eslate, Madkaim,
Post: Mardol, Ponda, Goa = 403 404, India.
Dislribuled by :

Encube Ethicals, Inc,

200 Meredith Avenue, Suite 101A

Durham_ NC 27713, USA VI UL RRE ]

Retain this carion for full preduct
uses, directions and warnings.

If you are not completely satisfied, save
receipt and remaining product, and
call us at 1-833-285-4151.

DCE3RON
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/" *Docosanol Cream, 10% contains the only 0TC medicine approved by b

the FDA to shorten healing time and duration of symptoms.

Drug Facts

Drug Facts (continued)

Active ingredient Purpose

Uses - treats cold sores/fever blisters on the
face or lips
« shortens healing time and duration of
symptoms:
= tingling, pain, burning, and/or itching
23

Docosanol 10%...Cold sore/fever blister treatment
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Warnings

Allergy alert

This product may cause a severe allergic reaction,
Symptoms may include: « hives «facial swelling

= wheezing/difficulty breathing «shock =rash

Ifan allergic reaction occurs, stop use and seek medical
help rightaway.

Forexternal use only

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

»donotuseinornear the eyes

«avoid applying directly inside your mouth

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

Stop use and ask a doctor if * 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
«adults and children 12 years or over
«wash hands before and after applying cream
« apply to affected area on face or lips at the first
sign of cold sore/fever blister (tingle)
«early treatment ensures the best results
rubingently but completely

* store 20-25°C (68°=77°F)
« do not freeze

When using this product +use 5 times a day until healed

sapply onlygto affgcted areas » [+ children under 12 years: ask a doctor A
Drug Facts (continued) Drug Facts (continued)

Other information &' Questions or comments?

Inactive ingredients

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

call toll-free 1-833-285-415 from Monday to Friday
between9amto 6.30 pm

Mfg. Lic. No.: 361

Manufactured by :
Encube Ethicals Private Limited

NDC 21922-023-18

Docosanol (B0, 10%

Cold Sore / Fever Blister Treatment
Only FDA Approved Medicines to Shorten Healing Time*

NET WT 2 g (0.07 oz)

Retain this carton for full product
uses, directions and warnings.

If you are not completely satisfied, save

€ Encube

Cold Sore Treatment

28 x 31 mm
Unvarnish Area
for Over coading

.

Plot No. C1, Madkaim Industrial Estate, Madkaim, receipt and remaining product, and 8

Post: Mardol, Penda, Goa — 403 404, India. call us at 1-833-285-4151. &

Distributed by : 2

Encube Ethicals, Inc.

200 Meredith Avenue, Suite 101A

Durham, NC 27713, USA ST 2 202 5 s s .

Area for batch coding

(For Reference Only)
LOT. JXOCOOCKX

EXP.: XXXXXX




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.

Youare notalone

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

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 Gream, 10% at the
very start of the cold sore- when you feel the first sign of the tingle, redness, bump oritch.

Docosanol Cream, 10% is different fram 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.

Frequently Asked Questions:

Who canuse 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.

Applyitdirectly to the cold sore atthe firstsign ofa tingle, redness, bump oritch for best results,

Can |l 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%.

For more information: Call us at 1-833-285-4151.

,10%

NET WT 2 g (0.07 0z)

Docosanol

NDC 21922-023-18

For Tube

NDC 21922-023-18

DOCOSANOL 10% CREAM

Cold Sore/Fever Blister Treatment

Only FDA Approved to Shorten Healing Time*
Cold Sore Treatment

NET WT

29 (0.07 oz)
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DOCOSANOL

docosanol cream

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
DOCOSANOL (UNIl: 9G10E216XY) (DOCOSANOL - UNII:9G1OE216XY)

Inactive Ingredients

Ingredient Name
BENZYL ALCOHOL (UNII: LKG8494WBH)
LIGHT MINERAL OIL (UNIl: N6K5787QVP)

Item Code (Source)

Basis of Strength

DOCOSANOL

NDC:21922-023

Strength
100 mg inlg

Strength



PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)

SUCROSE DISTEARATE (UNII: 33X4X4B90S)
SUCROSE STEARATE (UNIl: 274KW0O50M)

Product Characteristics

Color WHITE Score

Shape Size

Flavor Imprint Code
Contains

Packaging

# Item Code

Marketing Start Marketing End

Package Description

Date Date
NDC:21922- :
1 023.18 1in 1 PACKAGE 10/10/2022
1 2 g in 1 TUBE; Type 0: Not a Combination Product
NDC:21922- :
2 023.17 1in 1 PACKAGE 10/10/2022
2 2 g in 1 BOTTLE, PUMP; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA212385 10/10/2022

Labeler - eEncube Ethicals Private Limited (915834105)

Establishment
Name Address ID/FEI Business Operations
Encube Ethicals Private 725076298 ANALYSIS(21922-023) , LABEL(21922-023) , MANUFACTURE(21922-023)

Limited

Revised: 10/2022

, PACK(21922-023)

Encube Ethicals Private Limited
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