THE ORIGINAL MANE N TAIL DAILY CONTROL 2 IN 1 ANTI DANDRUFF-
pyrithione zinc shampoo
Straight Arrow Products 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.

The Original Mane n Tail Daily Control 2 in 1 Anti Dandruff

Active Ingredient Pyrithione Zinc 1%

Purpose Anti-dandruff

Use -helps prevent recurrence of flaking and itchng associated with dandruff.
Warnings -For external use only

when using this product - do not get into 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 as directed.

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

Directions:

e For maximum dandruff control, use every time you shampoo.

e Wet hair, massage onto scalp, rinse, repeat if desired.

e For best results, use at least twice a week or as directed by a doctor.

Inactive Ingredients: Water/Aqua/Eau(Water), Sodium Laureth Sulfate, Cocamide
MEA, Sodium Lauryl Sulfate, Acrylates Copolymer, Coco Glucoside, Cocamidopropyl
Betaine, PPG-2 Hydroxyethyl Coco/Isostearamide, Dimethicone, Polyquaternium-10,
Theobroma Cocao (cocoa) Seed Butter, Polyquaternium-47, Laureth-4, Laureth-7,
Sodium Chloride, Fragrance (Parfum), Citric Acid, Sodium Hydroxide, Caprylic/Capric
Triglyceride, Prunus Amagdalus Dulcis (Sweet Almond) Seed Oil, Olea Europaea (Olive)
Fruit Oil, Olea Europaea (Olive) Leaf Extract, Equisetum Arvense (Horsetail) Leaf Extract,
Larrea Divaricata (Chaparral) Extract, Tussilago Farfara (Coltsfoot) Flower Extract,
Aesculus Hippocastanum (Horse Chestnut) Seed Extract, Spiraea Ulmaria
(Meadowsweet) Flower Extract, Trifolium Pratense (Clover) Flower Extract,
Methylchloroisothiazolinone, Methylisothiazolinone, Benzyl Benzoate,

Coumarin, Hydroxycitronellal, Butylphenyl Methylpropional, Alpha-isomethyl

ionone, Limonene, Linalool, Blue 1 (Cl 42090), Yellow 5 (Cl 19140).
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Pyrithione Zine Anti-Dandruff SHAMPOO+CONDITIONER

Easy, one-step solution that really works

Advanced formula relieves scalp itch, dryness, irritation and helps
prevent flakes while improving hair and scalp health.

Leaves hair and scalp fresh and clean

e Formulated with natural herbs and olive oil; nourishes,
strengthens and fortifies from root to tip

e Built-in conditioners provide body and shine
» Safe for colored, permed, relaxed and chemically treated hair

Drug Facts
Active Ingredient....... Pyrithione Zinc 1% PUIPOSE........... Anti-dandruff

Use - helps prevent recurrence of flaking and itching associated with dandruff.

Warnings - For external use only
When using this product * do not get into 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 as directed.

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

Directions:

e For maximum dandruff control, use every time you shampoo.

» Wet hair, massage onto scalp, rinse, repeat if desired.

e For best results use at least twice a week or as directed by a doctor.

Inactive Ingredients: water/aqua/au, Sodium Laureth Sulfate, Cocamide MEA, Sodium
Lauryl Sulfate, Acrylates Copolymer, Coco-Glucoside, Cocamidopropyl Betaine, PPG-2 Hydroxyethyl
Coco/lsostearamide, Dimethicone, Polyquaternium-10, Theobroma Cacao (Cocoa) Seed Butter,
Polyquaternium-47, Laureth-4, Laureth-7, Sodium Chloride, Fragrance (Parfum), Citric Acid, Sodium
Hydroxide, Caprylic/Capric Triglyceride, Prunus Amygdalus Dulcis (Sweet Almond) Qil, Olea Europaea
(Olive) Fruit Qil, Olea Europaea (Olive) Leaf Extract, Equisetum Arvense Leaf Extract, Larrea Divaricata
Extract, Tussilago Farfara (Coltsfoot) Flower Extract, Aesculus Hippocastanum (Horse Chestnut) Seed
Extract, Spiraea Ulmaria Flower Extract, Trifolium Pratense (Clover) Flower Extract, Methylchloroisothi-
azolinone, Methylisothiazolinone, Benzyl Benzoate, Coumarin, Hydroxycitronellal, Butylphenyl
Methylpropional, Alpha-Isomethyl lonone, Limonene, Linalool, Blue 1 (CI 42090), Yellow 5 (CI 19140).




SATISFACTORY PERFORMANCE GUARANTEED

Made and Distributed in the U.S.A. by: Straight Arrow Products, Inc.
P.O. Box 20350, Lehigh Valley, PA 18002-0350

1-800-827-9815 / www.manentail.com /
Galloping Horses ©® 1992 Straight Arrow Products, Inc.
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Pyrithione Zinc Anti-Dandruff
SHAMPOO + CONDITIONER

Herbal-Enriched for Healthy Hair & Scalp
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Pyrithione Zine Anti-Dandruff SHAMPOO+CONDITIONER

Advanced formula relieves scalp itch, dryness, irritation and helps
prevent flakes while improving hair and scalp health.

Leaves hair and scalp fresh and clean

e Formulated with natural herbs and olive oil; nourishes,
strengthens and fortifies from root to tip
* Built-in conditioners nravide hodv and shine



» Safe for _c_dlﬁ'rét_i;-bé_rr'r_]é_tl_,' relaxed and chemical ly treated hair
Drug Facts
Active Ingredient .........Pyrithione Zinc 1% PUIpose Anti-dandruff

Use - helps prevent recurrence of flaking and itching associated with dandruff.

Warnings - For external use only
When using this product = do not get into 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 as directed.

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

Directions:

* For maximum dandruff control, use every time you shampoo.

» Wet hair, massage onto scalp, rinse, repeat if desired.

* For best results use at least twice a week or as directed by a doctor.

Inactive Ingredients: water/aqua/eau, Sodium Laureth Sulfate, Cocamide MEA, Sodium
Lauryl Sulfate, Acrylates Copolymer, Coco-Glucoside, Cocamidopropyl Betaine, PPG-2 Hydroxyethyl
Coco/lsostearamide, Dimethicone, Polyquaternium-10, Theobroma Cacao (Cocoa) Seed Butter,
Polyquaternium-47, Laureth-4, Laureth-7, Sodium Chloride, Fragrance (Parfum), Citric Acid, Sodium
Hydroxide, Caprylic/Capric Triglyceride, Prunus Amygdalus Dulcis (Sweet Almond) Oil, Olea Europaea
(Olive) Fruit Oil, Olea Europaea (Olive) Leaf Extract, Equisetum Arvense Leaf Extract, Larrea Divaricata
Extract, Tussilago Farfara (Coltsfoot) Flower Extract, Aesculus Hippocastanum (Horse Chestnut) Seed
Extract, Spiraea Ulmaria Flower Extract, Trifolium Pratense (Clover) Flower Extract, Methylchloroisothi-
azolinone, Methylisothiazolinone, Benzyl Benzoate, Coumarin, Hydroxycitronellal, Butylphenyl
Methylpropional, Alpha-Isomethyl lonone, Limonene, Linalool, Blue 1 (CI 42090), Yellow 5 (CI 19140).

SATISFACTORY PERFORMANCE GUARANTEED

Made and Distributed in the U.S.A. by: Straight Arrow Products, Inc.
P.O. Box 20350, Lehigh Valley, PA 18002-0350
1-800-827-9815 / www.manentail.com
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Pyrithione Zinc Anti-Dandruff

SHAMPOO + CONDITIONER
Herbal-Enriched for Healthy Hair & Scalp
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Pyrithione Zinc Anti-Dandruff

SHAMPOO+CONDITIONER
Herbal-Enriched for Healthy Hair & Scalp
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Pyrithione Zine Anti-Dandruff SHAMPOO+CONDITIONER

Easy, one-step solution that really works

Advanced formula relieves scalp itch, dryness, irritation and helps
prevent flakes while improving hair and scalp health.




 Formulated with natural herbs and olive oil; nourishes,
strengthens and fortifies from root to tip

e Built-in conditioners provide body and shine

« Safe for colored, permed, relaxed and chemically treated hair

Drug Facts
Active Ingredient .........Pyrithione Zinc 1% PUIpose Anti-dandruff

Use - helps prevent recurrence of flaking and itching associated with dandruff.

Warnings - For external use only
When using this product = do not get into 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 as directed.

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

Directions:

e For maximum dandruff control, use every time you shampoo.

» Wet hair, massage onto scalp, rinse, repeat if desired.

e For best results use at least twice a week or as directed by a doctor.

Inactive Ingredients: water/aqua/kau, Sodium Laureth Sulfate, Cocamide MEA, Sodium
Lauryl Sulfate, Acrylates Copolymer, Coco-Glucoside, Cocamidopropyl Betaine, PPG-2 Hydroxyethyl
Coco/lsostearamide, Dimethicone, Polyquaternium-10, Theobroma Cacao (Cocoa) Seed Butter,
Polyquaternium-47, Laureth-4, Laureth-7, Sodium Chloride, Fragrance (Parfum), Citric Acid, Sodium
Hydroxide, Caprylic/Capric Triglyceride, Prunus Amygdalus Dulcis (Sweet Almond) Oil, Olea Europaea
(Olive) Fruit Oil, Olea Europaea (Olive) Leaf Extract, Equisetum Arvense Leaf Extract, Larrea Divaricata
Extract, Tussilago Farfara (Coltsfoot) Flower Extract, Aesculus Hippocastanum (Horse Chestnut) Seed
Extract, Spiraea Ulmaria Flower Extract, Trifolium Pratense (Clover) Flower Extract, Methylchloroisothi-
azolinone, Methylisothiazolinone, Benzyl Benzoate, Coumarin, Hydroxycitronellal, Butylphenyl
Methylpropional, Alpha-Isomethyl lonone, Limonene, Linalool, Blue 1 (Cl 42090), Yellow 5 (Cl 19140).

SATISFACTORY PERFORMANCE GUARANTEED

Made and Distributed in the U.S.A. by: Straight Arrow Products, Inc.
P.O. Box 20350, Lehigh Valley, PA 18002-0350
1-800-827-9815 / www.manentail.com
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THE ORIGINAL MANE N TAIL DAILY CONTROL 2 IN 1 ANTI
DANDRUFF

pyrithione zinc shampoo

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:62001-0330
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PYRITHIONE ZINC (UNII: R95302RHZ5) (PYRITHIONE ZINC - UNII:R95302RHZ5) PYRITHIONE ZINC .0lg in.0lg

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QF0KOOR)
SODIUM LAURETH SULFATE (UNIIl: BPV390UAPO)
COCO MONOETHANOLAMIDE (UNII: C80684146D)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))

BUTYL ACRYLATE/METHYL METHACRYLATE/METHACRYLIC ACID COPOLYMER (18000 MW) (UNI:
JZ1374NL9E)

COCO GLUCOSIDE (UNII: ICS790225B)

COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)

PPG-2 HYDROXYETHYL COCO/ISOSTEARAMIDE (UNIl: EK4)71ZKEQ)
DIMETHICONE (UNII: 92RU3N3Y10)

POLYQUATERNIUM-10 (400 CPS AT 2%) (UNIl: HB1401PQFS)
COCOA BUTTER (UNIl: 5120YT1CRR)

POLYQUATERNIUM-47 (METHACRYLAMIDOPROPYLTRIMETHYLAMMONIUM CHLORIDE-CO-
METHYL ACRYLATE-CO-ACRYLIC ACID 45:10:45; 1200000 MW) (UNIl: F11YNOSFDQ)

LAURETH-4 (UNIl: 6HQ855798))

LAURETH-7 (UNIl: Z9556G8201)

SODIUM CHLORIDE (UNII: 451W471Q8X)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
SODIUM HYDROXIDE (UNII: 55X04QC32l)
MEDIUM-CHAIN TRIGLYCERIDES (UNIl: C9H2L21V7U)
ALMOND OIL (UNIl: 66YXD4DKO9)

OLIVE OIL (UNIl: 6UYK2W1WLE)

OLEA EUROPAEA LEAF (UNIl: MJ95C30H47)
EQUISETUM ARVENSE BRANCH (UNII: 1LOVKZ 185E)
LARREA DIVARICATA LEAF (UNII: I15RZ48987)
TUSSILAGO FARFARA FLOWER (UNII: UEE27X2Q2M)



HORSE CHESTNUT (UNII: 3C18L6RJAZ)

FILIPENDULA ULMARIA FLOWER (UNIIl: 06L18L32G6)
TRIFOLIUM PRATENSE FLOWER (UNII: 4)S0838828)
METHYLCHLOROISOTHIAZOLINONE (UNIl: DEL7T5QRPN)
METHYLISOTHIAZOLINONE (UNII: 229D0OE1QFA)
BENZYL BENZOATE (UNIl: N8S63NB338G)

COUMARIN (UNII: A4VZ 22K1WT)
HYDROXYCITRONELLAL (UNII: 8SQOVA4YUR)
BUTYLPHENYL METHYLPROPIONAL (UNII: T7540GJV69)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9XP4LC555B)
LIMONENE, (+)- (UNIl: GFD7C86Q1W)

LINALOOL, (+/-)- (UNIl: D81QY6I88E)

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

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

Product Characteristics

Color green Score
Shape Size
Flavor Imprint Code
Contains
Packaging

Item : .. Marketing Marketing
# Code FEEEEE ST Start Date End Date
1 NDC:62001- 355 g in 1 BOTTLE, PLASTIC; Type 9: Other Type of Part 3 03/20/2009

0330-1 Combination Product (e.g., Drug/Device/Biological Product)
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
OTC monograph final part358H 03/20/2009
Labeler - straight Arrow Products Inc (061580593)
Registrant - straight Arrow Products Inc (061580593)
Establishment

Name Address ID/FEI Business Operations
Straight Arrow Products Inc 052165154 manufacture(62001-0330) , label(62001-0330) , pack(62001-0330)
Establishment
Name Address ID/FEI Business Operations

Kumar Organic Products Ltd 650543262 api manufacture(62001-0330)
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