
KERACARE DRY AND ITCHY SCALP ANTI-DANDRUFF- pyrithione zinc lotion/shampoo  
Avlon Industries , Inc.
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.

----------

KeraCare Dry and Itchy Scalp Anti-Dandruff Mois turizing Conditioner

Active Ingredient
Pyrithione Zinc 1%

Purpose
Anti-Dandruff, Anti-Seborrheic Dermatitis

Use for the relief of scalp flaking, itching and irritation associated with

dandruff and seborrheic dermatitis.

Warnings
■ For external use only

-----------------------------------------------------------------------------------------------------

Ask a doctor before use if you have
■ seborrheic dermatitis that covers large areas of your body.

-----------------------------------------------------------------------------------------------------

When us ing this  product
■ Avoid getting into eyes. In event of contact, rinse eyes thoroughly with water.

■ Use caution in exposing skin to sunlight after applying this product. It may

increase your tendency to sunburn for up to 24 hours after application.

-----------------------------------------------------------------------------------------------------

Stop use and ask a doctor if
■ Condition worsens or does not improve with regular use.

-----------------------------------------------------------------------------------------------------

Keep out of reach of children.  If swallowed, get medical help or contact

a Poison Control Center right away.

Directions
Distribute throughout hair after shampooing with KeraCare® Dry & Itchy Scalp Anti-Dandruff
Moisturizing Shampoo. Cover hair with plastic cap. Leave on a few minutes and rinse thoroughly.

Inactive Ingredients
Aqua/Water/Eau, Cocos Nucifera (Coconut) Oil, Betaine, Aloe Barbadensis Leaf Juice, 
Cetearyl Alcohol, Glycerin, Stearamidopropyl Dimethylamine, Linum Usitatissimum 



(Linseed) Seed Extract, Quaternium-80, Piroctone Olamine, Menthol, 
Polyquaternium-37, Propylene Glycol Dicaprylate/Dicaprate, PPG-1 Trideceth-6, 
Fragrance/Parfum, Polyquaternium-10, Dipropylene Glycol, Propanediol, Caprylyl Glycol, 
Phenoxyethanol, Citric Acid, Polyacrylamide, Benzyl Salicylate, Hexyl Cinnamal, Linalool.
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Product NDC 63766-003

KERACARE DRY AND ITCHY SCALP ANTI-DANDRUFF  
pyrithione zinc lotion/shampoo

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 376 6 -0 0 3

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength



Avlon Industries, Inc.

PYRITHIO NE ZINC (UNII: R9 53O2RHZ5) (PYRITHIONE ZINC - UNII:R9 53O2RHZ5) PYRITHIONE ZINC 10  mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

CO CO NUT O IL (UNII: Q9 L0 O73W7L)  

BETAINE (UNII: 3SCV18 0 C9 W)  

ALO E VERA LEAF (UNII: ZY8 1Z8 3H0 X)  

CETO STEARYL ALCO HO L (UNII: 2DMT128 M1S)  

PIRO CTO NE O LAMINE (UNII: A4V5C6 R9 FB)  

PPG-1 TRIDECETH-6  (UNII: 1K7417JX6 Q)  

PRO PANEDIO L (UNII: 59 6 5N8 W8 5T)  

CAPRYLYL GLYCO L (UNII: 0 0 YIU5438 U)  

BENZYL SALICYLATE (UNII: WAO5MNK9 TU)  

.ALPHA.-HEXYLCINNAMALDEHYDE (UNII: 7X6 O37OK2I)  

PHENO XYETHANO L (UNII: HIE49 2ZZ3T)  

LINALO O L, ( +/-) - (UNII: D8 1QY6 I8 8 E)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

STEARAMIDO PRO PYL DIMETHYLAMINE (UNII: K7VEI0 0 UFR)  

MENTHO L (UNII: L7T10 EIP3A)  

PRO PYLENE GLYCO L DICAPRYLATE/DICAPRATE (UNII: O4446 S9 CRA)  

DIPRO PYLENE GLYCO L (UNII: E10 7L8 5C40 )  

CITRIC ACID MO NO HYDRATE (UNII: 29 6 8 PHW8 QP)  

WATER (UNII: 0 59 QF0 KO0 R)  

FLAX SEED (UNII: 4110 YT348 C)  

2 -( CYCLO HEXYLAMINO ) ETHANESULFO NIC ACID (UNII: 71X53V3RZ1)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 376 6 -0 0 3-0 1 240  mL in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct 0 6 /18 /20 0 9

2 NDC:6 376 6 -0 0 3-0 2 9 50  mL in 1 BOTTLE; Type 0 : No t a  Co mbinatio n Pro duct 0 6 /18 /20 0 9

3 NDC:6 376 6 -0 0 3-0 3 15 mL in 1 POUCH; Type 0 : No t a  Co mbinatio n Pro duct 0 6 /18 /20 0 9

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part358 H 0 6 /18 /20 0 9

Labeler - Avlon Indus tries , Inc. (121278626)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Avlo n Industries, Inc . 121278 6 26 manufacture(6 376 6 -0 0 3)
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