PYRITHIONE ZINC- pyrithione zinc shampoo
Cosmetic Dermatology Research Institute, LLC.

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.
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Scalp cleanser - anti dandruff
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PYRITHIONE ZINC

pyrithione zinc shampoo

Product Information

Product Type
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

PYRITHIONE ZINC (UNIl: R95302RHZ5) (PYRITHIONE ZINC -

UNII:R95302RHZ5)

Inactive Ingredients

Ingredient Name

HUMAN OTC DRUG

Item Code (Source) NDC:71440-001

Basis of

e Strength
241¢g
PYRITHIONE ZINC in 237 mL
Strength



PANTHENOL (UNIIl: WW9CM0067Z)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

FD&C YELLOW NO. 5 (UNII: I753WB2F1M)

HEXYLENE GLYCOL (UNIl: KEHOA3F75))

D&C VIOLET NO. 2 (UNII: 350KA706HK)

WATER (UNIl: 059QF0KOOR)

SODIUM HYDROXIDE (UNIl: 55X04QC32l)
POLYQUATERNIUM-7 (70/30 ACRYLAMIDE/DADMAC; 1600000 MW) (UNII: 0L414VCS5Y)
LINALOOL, (+)- (UNIl: FAVNO44C09)

CAPRYLYL GLYCOL (UNII: 00YIU5438U)

SODIUM C14-16 OLEFIN SULFONATE (UNIl: O9W3D3YF5U)
COCAMIDE (UNII: 3YXD33R71G)

PHENOXYETHANOL (UNII: HIE492ZZ 3T)

Product Characteristics

Color blue Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description EIL IR, S b TR S
Date Date

1 NDC:71440-001- 237 mL in 1 BOTTLE; Type 0: Not a Combination 08/27/2021
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ULE
Heips prevent recurence of flaking and Bching associated
with dandns™

WARNINGS
For extzmal use only.

WHEN USING THIE FRODUCT
Avoid conkact with eyes. i contact oorurs, rinse eyes
‘thoroughly with water.

ETOF UEE AND AEK A DOCTOR IF
CondBon worsens or does not mprove afier reguiar use of
s product as direcied.

KEEF OUT OF REACH OF CHILDREN.
¥ swallowed, get medical help or contact Poison Control
Center right away.

STOF U3E AND AZK A DOCTOR IF
Ehin iritabon ooours:

DIRECTIONE

(For Faximum dandnaf confirol, use :v:g time you shampoo
WEt hair, massspe oMo SCalp, rnse, and repeat if gesred
For best results use least twloe & week or as direcisd

by a doctor.

UWEETIOHN OR COMMENTE ¥
3051358 0504

Inactive Ingredients: Agua, Sodum C93-15 Oiefn
Zufomate, Cocamidopropy! Betaine, Acryiates Copolymer,

LIMPIADOR DEL CUERQ CABELLUDO ANTICASPA

SHAMPOO
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Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph final part358H 03/07/2016
Labeler - cosmetic Dermatology Research Institute, LLC. (833043586)
Registrant - chemco Corporation. (032495954)
Establishment
Name Address ID/FEI Business Operations

Chemco Corporation 032495954 manufacture(71440-001)
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