HEAD AND SHOULDERS ITCH- selenium sulfide shampoo
The Procter & Gamble Manufacturing Company

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Head and Shoulders
Clinical Solutions Itch

Old Spice Swagger
Drug Facts

Active ingredient

Selenium sulfide 1%

Purpose

Anti-dandruff, Anti-seborrheic dermatitis

Uses

for the relief of scalp itch, irritation, redness and flaking associated with dandruff and seborrheic
dermatitis.

Warnings
For external use only.

Ask a doctor before use if you have a condition that covers a large area of the body.

When using this product
e avoid contact with eyes. If contact occurs, rinse eyes thoroughly with water.

Stop use and ask a doctor if
¢ condition worsens or does not improve after regular use of this product as directed OR PRIOR TO
USE IN CHILDREN UNDER 2 YEARS.

Keep this and all drugs out of reach of children. If swallowed, get medical help or contact a Poison
Control Center right away.

Directions
e for bestresults use atleast twice a week or as directed by a doctor.
¢ for maximum dandruff control, use every time you shampoo.
¢ shake before use.
¢ wet hair, massage onto scalp. Leave on for several minutes. Rinse. Repeat if desired.



Inactive Ingredients

Water, ammonium laureth sulfate, ammonium lauryl sulfate, glycol distearate, cocamide MEA,
ammonium xylenesulfonate,

fragrance, sodium citrate, dimethicone, cetyl alcohol, sodium chloride, citric acid, sodium benzoate,
stearyl alcohol, disodium EDTA, hydroxypropyl methylcellulose, methylchloroisothiazolinone,
methylisothiazolinone.

Questions (or comments)?
1-800-723-9569

Dist. by PROCTER & GAMBLE,
CINCINNATI, OH 45202

PRINCIPAL DISPLAY PANEL - 130 mL Bottle Label
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After 200+ clinical trials, Head &
Shoulders, maker of the World's £1
dandruff shampoo presents
Chinical Solutions, the only
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clinically proven active Ingredients
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collection spéclalisée an son

genre. Ses Ingredients actits sont
éprouvés en clinique pour procurer
un culr chevelu plus sain en clblant
Instantanémeant les problemes
graves et vous en protége pendant
toute |a semaine

Apprenez-en plus au
www headandshoulders. com

* symptomes associes aux
pellicules &t a la dermatite
séborrheique

@ soscie
_Shouklrs,_
CLINICAL

SOLUTIONS

Drug Facts/Rensalgnemeants sur le prodult
mmmmﬂ: Papose Fanction

e At Tl
Mlliﬂlll'li infpallcai: ClE 1 e TallE Bl

UUse: Mtilistion -

T 0o sl e sk, e P | dsmccis W
Al ol s el ol &
lmmmm.umut:mm
ol el e i pol ke of B ol sdbornéige

Warnings:Mise en garde :

For antermd e ooy i s § g e,

'07] e 1T you T & condfion T e omin a B
s OF 0 oy s um i el v ol cm ot
o e (e o0 o e il i e
Wi g e = I ol vl T Cowiaet aoous,
e ey with wrie, S oo ok, e covincd
e I i Encan 8 comtncd e e Bumd e e e
oy i A B3 ek | = COREEE WADRTE [0 080 B IN e
M i 5 s poot o {eced IRPRORTD USEN
CHILIFEN INDER 2 PARE. Commey [l & conafler 00 Mt

6 s Pl mguen i ot 1] fiism
m::ml:urwm IJ'MI:BC FROEU T CHE
LN EMFANT [ WS (E2ME

Ko 0t 0 g o o e o1 UL T B e ek |
Ted W cantact 3 Posos Corire et agrd sy T <+ ol Ll
T At W3 i 10 pariée i IR G O T BOER, CTRAT
| IFRSEsTE B MEXEGN @ LIPS B Do ol oA

Directions-/Mode o emplol .

et el e f e w3 wiek of 15 ey 1 octor
s de neieary s, ofise 11 oirs et s pur e
el U g @ mken,

* fr e ool e v e YU RTpOL DORT B TR
ot . e choq e U Tpaog

*  shabe bl ume e o gl

= will oal i | 0a torseen i i
Repant I 3 TN, TR B O
Litiss b phasenrt nnates Frces R o beain,

Welei'eaw, s monkan laursth sufs, mnmm el

ghyed detarzis, cosarice MEA sTmEnun snay
soxden o o, dimethiema, crt deohol,

socum chioride, et acid, sodkm Derzow, sbearyl eoh,

dsodun BV, TIEHEE 0,

ety clsotriarnd e, eyt e

Ouestions (or commenis, iy commenteires)?
1-4900-T1 3 il

WACE (1L oL anckerimported Ingmedents ¥ AT AL EA.
v e s ek TS e s eboui np s

(6 vy PRCCTER GVMRE. CONCOAT, H U5
Iﬂ'ﬁﬂmﬂ ]

wwn readan dhoud ders cam

P et - poon D

MOSSEISD

HEAD AND SHOULDERS ITCH

selenium sulfide shampoo

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

SELENIUM SULFIDE (UNI: Z69D9E381Q) (SELENIUM SULFIDE - UNI:Z69D9E381Q)

Inactive Ingredients

Ingredient Name

Ingredient Name

Item Code (Source)

NDC:69423-154

Basis of Strength  Strength
SELENIUM SULFIDE 1g in 100 mL
Strength




STEARYL ALCOHOL (UNIL: 2KR8914H1Y)
HYPROMELLO SE, UNSPECIFIED (UNI: 3NXW29V3WO)
WATER (UNIL: 059QF0KOOR)

AMMO NIUM LAURETH-3 SULFATE (UNI: 896SJ235FN)
AMMO NIUM LAURYL SULFATE (UNII: Q7AO2RIMOB)
DIMETHICONE (UNIL: 92RU3N3Y10)

GLYCOL DISTEARATE (UNIL: 13W7MDN21W)

AMMO NIUM XYLENESULFONATE (UNII: 4FZY6 L6 XCM)
SODIUM CHLORIDE (UNII: 451W471Q8 X)

SODIUM BENZOATE (UNII: OJ245FE5EU)
METHYLCHLOROISOTHIAZOLINONE (UNI: DEL7T5QRPN)
METHYLISO THIAZOLINONE (UNIL: 229D0E1QFA)
CETYL ALCOHOL (UNIL: 936JST6JCN)

SODIUM CITRATE (UNI: 1Q73Q2JULR)

EDETATE DISODIUM (UNII: 7FLD9 1C86K)

COCO MONOETHANOLAMIDE (UNI: C80684146D)
CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8 QP)

Packaging
# Item Code Package Description

NDC:69423-154- 130 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
13 Product

NDC:69423-154- 250 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
25 Product

1

2

Marketing Information

Marketing Category Application Number or Monograph Citation
OTC monograph final part358 H

Labeler - The Procter & Gamble Manufacturing Company (004238200)

Revised: 6/2019

Marketing Start Marketing End

Date Date
11/17/20 16 05/24/2021
11/17/2016 05/24/2021

Marketing Start Date Marketing End Date
11/17/2016 05/24/2021

The Procter & Gamble Manufacturing Company
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