ADAPALENE- adapalene gel
The Kroger Co.

Adapalene Gel USP 0 1 percent ENE

Active ingredient
Adapalene, USP 0.1% (retinoid)*

*read consumer information leaflet

Purpose

Acne treatment

Use

For the treatment of acne

Warnings

For external use only

Do not use

on damaged skin (cuts, abrasions eczema, sunburn)
if you are allergic to adapalene or any of the ingredients in this product

If pregnant or breast-feeding,

ask a doctor before use.

When using this product

limit sun exposure, including light from tanning beds, and use sunscreen when going
outdoors.

do not wax to remove hair in areas where the product has been applied

during the early weeks of use, your ache may appear to worsen before it improves
(this is normal); continue using as directed, unless you get irritation that become
severe

irritation (redness, itching, dryness, burning) is more likely to occur:

o in the first few weeks of use

o if using more than one topical acne medication at a time

o but irritation usually lessens with continued use of this product

it may take up to 3 months of once daily use to see results

avoid product contact eyes, lips, and mouth. If contact occurs, immediately flush the
area with water.

wash hands after use

Stop use and ask a doctor if



you become pregnant, or planning to become pregnant while using the product
you have symptoms of an allergic reaction (such as itching, rash, hives, swelling of
the lips, eyelids, and shortness of breath)

irritation become severe

e you see no improvement after 3 months of once daily use

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center (1-800-222-1222)
right away.

Directions

Adults and children 12 years of age and older:

e use once daily

e clean the skin gently and pat dry before applying the product

e cover the entire affected area with a thin layer. For example, if your acne in on the
face, apply the product to the entire face.

e do not use more than one time a day. Applying more than directed will not provide
faster or better results, but may worsen skin irritation.

e Children under 12 years of age: ask a doctor

Other information
e store at rooms temperature 682 to 77°F
e protect from freezing

Inactive ingredients

carbomer homopolymer type C, edetate disodium, methylparabem, poloxamer 182,
propylene glycol, purified water.

May contain hydrochloric acid and/or sodium hydroxide to adjust pH.

Questions or comments?
Call 1-800-632-6900

Principal Display Panel

Compare to the Active Ingredient in Differin® Gelt
ADAPALENE GEL USP 0.1%

acne treatment

ONCE DAILY TOPICAL RETINOID*

Oil & fragrance free

dermatologist developed & tested



previously available only by prescription
*READ CONSUMER INFORMATION LEAFLET BEFORE USE
NET WT OZ (g)

*READ CARTON AND ENCLOSED CONSUMER INFORMATION LEAFLET BEFORE
USING THIS PRODUCT.

KEEP THIS CARTON AND CONSUMER INFORMATION LEAFLET. THEY CONTAIN
IMPORTANT INFORMATION.

TDIFFERIN® GEL IS A REGISTERED TRADEMARK OF GALDERMA LABORATORIES, L.P.,
DALLAS, TX 75201.

GALDERMA LABORATORIES, L.P. IS NOT AFFILIATED WITH THE KROGER CO. OR THIS
PRODUCT.

DISTRIBUTED BY THE KROGER CO.
CINCINNATI, OHIO 45202

Product Label



ADAPALENE
GEL USP 0.1%

acne treatment

g

NOG 30142T25-05 RENY CARSON AND ENCLLAED (OMGUMER
[HFORMATIIN CENTLET EEFORE LWE THIE PRODUCT,
NEEF TH CARTON ASD (ORSUMER INFORMATION
LEHELET TP WA IPORTANT ORI,

Uor wrevommerise

 ADAPALENE

GEL USP 0.1%
acne treatment

Dokt s

e damaged s (faty, Sbessiond, sCoeTa, supbum)

W o 0 afleegic o adupalere o 5y of the ngrecinis i
s prodasl

I pregnas ar Breast-leading, svk 3 declor belars use,

Whes using Wi product

mipare 1o the Active
Inpredient in Dillerin® Gel!

by prescripion

oil & fragrance free
praviowusiy anailaile aniy

dermatologist developed & tested

seagereen when gaing svidoors,
] rl'll'ﬂ Tz remiowe il i areas where e provdict has

S 3
1 during The early weesks of e, yoat e oy Apen I
worsen baere (f improves fhis i narmal; conbrue ssing
a8 e, unlers veu get imiiatien Tt becames ey
lh.nn.mqhnllﬂ
poour
Wi e st e wewhs of e
W if wsing mare bvan o epieal e medeaion of 2 ine
mbu mlmu.nd Isms with combrued ume sl i

proche
W i miay ke g b 3 renls of orce daily use o see evds
i prochucs confac | wilh pver, B, and movh B cantacs
eveus, immedately Dush the e whh wele,
Wk fonde sfer uee
Sizp use asd a3k 2 decher If
WP becen progrant, oran plnnisg o become pageant
iy Lol -
e s m reachion jpach &
e e gy gy ey ONCE DAILY

W ifation becames sevenn .
W 390 1 improsament 3e 3 mest of orce dally use TOPICAL RETINOID

Keep ot of reach ef chilkras, | paalkomad got et vl v
ot 4 Poton Contrel Corer (1002231227 right iy,

oil & frogrance free
dermatologist developed & tested

p; -:uu:r-t-m ﬂmm.lztmrrhr‘.ﬂ previously available only

I 661 58 o thas e ok 4 e than riboth
encd e it e o ke o by prescription ORI

mu-*umuqnm.u

DISTRIBUTED BY THE KROGER 0,
CINCIMMATI, GHID 45202
PROBUCT OF ALY

. . . a1 FOR MORE PRODUCT INFORMATION,
Ingredient in Differin® Gel SGAN UPC USING YOUR KROGER APP
OR CALL 800-632-5300

Compare to the Active

ADAPALENE
GEL USP 0.1%
acne treatment

TOIFFERIN® GEL 15 A REGISTERED TRADEMARK DF
GALDERMA LASDRATORIES, LF. DALLAS, TX 75201,
GALDERMA LASDRATORIES, LP. I NOT AFALIATED
WITH THE KROGER CO. R THIS PAODUCT.

Lowe B or Your Money Baci.

Owr Brande. Dur Guarariee.
e, KB gEnC o

i
PLOATIA  FCIOTTE
il Letme:
1
| :I| [ Expa Darbec

Adapalene Gel USP 0.1%

ADAPALENE




adapalene gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)
Route of Administration TOPICAL

Active Ingredient/Active Moiety

NDC:30142-725

Ingredient Name Basis of Strength Strength

ADAPALENE (UNII: 1L4806)2QF) (ADAPALENE - UNII:1L4806)2QF) ADAPALENE

Inactive Ingredients

Ingredient Name

CARBOMER HOMOPOLYMER TYPE C (ALLYL PENTAERYTHRITOL CROSSLINKED) (UNII:
4Q93RCW27E)

EDETATE DISODIUM (UNII: 7FLD91C86K)
METHYLPARABEN (UNII: A2I8C7HIOT)
POLOXAMER 182 (UNII: JXOHIX60AG)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)

SODIUM HYDROXIDE (UNIl: 55X04QC32l)
HYDROCHLORIC ACID (UNIl: QTT17582CB)

Packaging
# [Item Code Package Description Marketing Start
Date
1 (DC30142:725 1 4 1 caARTON 03/15/2024
1 15 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA090962 03/15/2024

Labeler - the kroger Co. (006999528)

Revised: 3/2024

1mg inlg

Strength

Marketing End
Date

Marketing End
Date

The Kroger Co.
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