LA ROCHE POSAY EFFACLAR MEDICATED CLEANSER- salicylic acid gel
L'Oreal USA Products Inc

Drug Facts

Active ingredient

Salicylic acid 2%

Purpose

Acnhe treatment

Use

for the treatment of acne

Warnings

For external use only

When using this product

skin irritation and dryness is more likely to occur if you use another topical acne
medication at the same time. If irritation occurs, only use one topical ache medication at
a time.

Keep out of reach of children.

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

Directions

e use twice daily

wet face, then work product into a lather
massage onto face, avoiding the eyes
rinse well

Inactive ingredients

water, sodium laureth sulfate, decyl glucoside, glycerin, sodium chloride, coco-betaine,
sodium hydroxide, PEG-150 pentaerythrityl tetrastearate, citric acid, hexylene glycol,
PEG-6 caprylic/capric glycerides, zinc gluconate, tetrasodium EDTA, polyquaternium-47,
menthol, capryloyl salicylic acid, sodium benzoate



Questions or comments?
1-888-577-5226

Monday - Friday (9 a.m. - 5 p.m. EST)

LA ROCHE-POSAY

LABORATOIRE DERMATOLOGIQUE

EFFACLAR

MEDICATED GEL
CLEANSER

2% salicylic acid
ache medication

0.05% micro-exfoliating LHA

Targets sxcess oil
Helps clearacne breakouts

paraben-free
fragrance-free

476 FL.OZ. - 200 ml

Froperties: EFFACLAR Medicated Gel Cleanser with 2% salicylic acid and
micro-exfoliating Lipo-Hydroxy-Acid thoroughly cleanses skin and pores of

excess oil and impurities while clearing and helping prevent new acne blemishes.

Fesults: Skin is deeply cleansed, breakouts are diminished. Skin looks even

and smooth.

Drirections: Use morning and/or evening on wet skin, using fingertips ina gentle
rotating motion. Rinse thoroughly.

Qil-free. Non-comedogenic. Fragrance-free, Paraben-free. Dermatologist tested
for safety. Suitable for sensitive skin.

Can be used ALONE
oras STEP | of EFFACLAR
Dermatological Acne System.

Drug Facts

Active Ingredient Purpase
Sallcyllc addg;: Acne treatment

Use
+ for the treatment of acna

Warnings

For eactemal uss anly

‘When wsing this product

+ skin irvitaticn and dryness ix mora likaly to ooaur if you usa another topical ame
medication at the same time. If irritation oecurs, only usa one topical acne
medication at & tme.

Keep out of reach of children. f owallowed, get medical help or contact 2
Polson Control Center right away.
e —— |
Directions

«uge twice cally

+wet face, then work product into s kther
* massage onto face avolding the syes

+ rinse well

Inactive ingredients

water, sodium laoreth s ulfate, decyl glucoside, glycerin, sodium chloride,
coco-betaine, sodium hydroxids, F:Eé-l 50 pertaerythrityl tetr stearate, ciric
acid, hexy\emégl%tol‘ PEG-6 caprylic/capric g\ﬁterides‘ adnc gluconate,

tetra adiom A, pobyquaterrium 47, rmenthal,
capryloyl salicylic acid sodium benzoate
=
Questlons or comments?
1-888-577-5226 —
Mandgy - Friday (9 am.- § prn. EST) ——
e
5932428 CODEFRLLV2SITE 1/ | no—
I .
Made in USA of US andior ImportedIrgredients. =t =3
Eistﬁibuthion S-:se rvecll-lt.%La Rache Posay agreed distributors| I e—
10 Hudson Yards, E—
New York, NY |000] —
La Roche-Posay Laboratoire Dermatologique
86270 La Roche-Posay. France e
TSA 75000 93584 ST OUEN CEDEX FR o
wivywi Jaroche-posay.us

—



LAROCHE-POSAY

LABORATOIRE DERMATOLOGIQUE

EFFACLAR

MEDICATED GEL
CLEANSER

2% salicylic acid
ache medication
0.05% micro-exfoliating LHA

Properties: EFFACLAR Medicated Gel Cleanser with 2% salicylic acid and
micro-exfoliating Lipo-Hydroxy-Acid thoroughly cleanses skin and pores of

excess oil and impurities while clearing and helping prevent new acne blemishes.

Fesulez: Skin iz deeply cleansed, breakouts are diminished. Skin looks even

and smooth.

Drirections: Use morning and/or evening on wet skin, using fingertips in 2 gentle
rotating motion. Rinse thoroughly.

il -free. Non-comedogenic. Fragrance-free. Paraben-free. Dermatologist tested
for safety. Suitable for sensitive skin.

Can be used ALONE
oras STEP | of EFFACLAR
Dermatological Acne System.

Drug Facts

Active ingradient Purpose
Sallclc addg;: Acne trestment

Use
+ for the treatment of acna

Warnings

For socbernal use only

YWhen using this product

» skin irvitaticn and dryness is mora likaly to ocaur if you usa another topical acne
medication at the same time, If irritation oecurs, only uss one topicl acne
medication at a dme.

Keep out of reach of children. i swallowsd, get medical help or contace a
Polson Control Center right away.

'wu:hw.ﬂul'l,wrkprudualnwahﬂwr
* Iassage onto face avolding the eyes
* Finse well

Inactive ingredients
water, sodium laureth s ulfate, decyl glucoside, glycerin, sodium chloride,
coco-betaine, sodium hydroxids, F;E(E:-I 50 pertaerythrityl tetr stearate, cimic
acid, hex)f\enegl{col‘ PEG-6 caprylic/capric g\%cerides‘ dnc gluconate,

tetrs odium EDTA, pobequaterrium 47, menthol,

capryloyl salicylic acid sodium benzoare

Targets excess oil i
uestlons or comments?
Helps clearacne breakouts Ea-sn-sno o
Mondy - Friday (3 am.- § pm. EST) _
§93242 8 CODEFILV29 1751/ | e
]
23099887 & — )
Madzin USA of US andior ImportedIrgredients. "=t _,
Eistﬁibuthion E.ese nrecht.%La Roche -Posay agreed distributors =;i
paraben-free IS H?lcdseo-n \?:?dvs, ; =n
fragrance-free New York, NY 000| . . ——— 1,
La Roche-Posay Laboratoire Dermatologique
86270 La Roche-Posay. France % —w
6.76 FL.OZ. - 200 ml TS TSI T OUNCTOLX ]
LA ROCHE POSAY EFFACLAR MEDICATED CLEANSER
salicylic acid gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:49967-402

Route of Administration TOPICAL

— i



Active Ingredient/Active Moiety

Ingredient Name
SALICYLIC ACID (UNIl: 0414PZ4LPZ) (SALICYLIC ACID - UNII:0414PZ 4LPZ)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
SODIUM LAURETH SULFATE (UNIIl: BPV390UAPO)
DECYL GLUCOSIDE (UNIl: Z17H97EAGY)
GLYCERIN (UNIl: PDC6A3C0O0X)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
COCO-BETAINE (UNII: 03DH2IZ3FY)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
PEG-150 PENTAERYTHRITYL TETRASTEARATE (UNIl: 8L400Q76AM)
CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)
HEXYLENE GLYCOL (UNIIl: KEHOA3F75))
PEG-6 CAPRYLIC/CAPRIC GLYCERIDES (UNIl: GO50W2HWO8)
ZINC GLUCONATE (UNIl: UBWSN55Q1Z)
EDETATE SODIUM (UNII: MP1J8420LU)

Basis of Strength Strength
SALICYLIC ACID 20 mg in 1 mL

Strength

POLYQUATERNIUM-47 (METHACRYLAMIDOPROPYLTRIMETHYLAMMONIUM CHLORIDE-CO-
METHYL ACRYLATE-CO-ACRYLIC ACID 46:8:46; 1300000 MW) (UNIl: G938900MID)

MENTHOL (UNII: L7T10EIP3A)
CAPRYLOYL SALICYLIC ACID (UNIl: 5F7PJF6AA4)
SODIUM BENZOATE (UNIl: OJ245FE5EU)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:49967-402- 200 mL in 1 TUBE; Type 0: Not a Combination 08/01/2022
01 Product
2 NDC:49967-402- 100 mL in 1 TUBE; Type 0: Not a Combination 08/01/2022
02 Product
3 NDC:49967-402- 15 mL in 1 TUBE; Type 0: Not a Combination 08/01/2022
03 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO006 08/01/2022

Labeler - L'oreal USA Products Inc (002136794)

Establishment
Name Address ID/FEI

Business Operations



L'Oreal USA, Inc. 185931458 manufacture(49967-402) , pack(49967-402)

Revised: 1/2024 L'Oreal USA Products Inc
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