BIOTIN H3 ANTI-DANDRUFF NORMAL- pyrithione zinc shampoo
Salones de Belleza y Equipos de El Salvador Sociedad Anonima de Capital Variable

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.

Biotin H3 Anti-Dandruff Shampoo Normal

Drug Facts

Active Ingredient

Active ingredient Purpose
Pyrithione ZinC 1% .......ccoiviiiiiiiiiiiiiiiiiieieeeene, Anti-dandruff
Uses

Controls and helps eliminate the symptoms of dandruff asoiciated with
e itching

® jrritation

® redness

e flaking

Warnings

For external uses only. Avoid contact with the eyes. If conctact occurs, rinse thoroughly with water.

Stop use and ask a doctor if

condition worsens or does not improve after regular use of this product.

Keep out of reach of children.

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

Directions

wet hair, massage BIOTIN H3 Shampoo onto scalp, rinse, repeat if desired ¢ for best results use at least
twice a week or as directed by a doctor

Inactive Ingredient

Water, Sodium Laureth Sulfate, Sodium Lauroyl Sarcosinate, Cocamidopropyl Betaine, Acrylates
Copolymer, Cocamide MEA, Dimethiconol (and) TEA-Dodecylbenzenesulfonate, Glycerin,
Tetrasodium EDTA, DMDM Hydantoin (and) Methylchloroisothiazolinone (and) Methylisothiazolinone,
Citric Acid, PEG-120 Methyl Glucose Dioleate, Fragrance, Guar Hydroxypropyltrimonium Chloride,
Sodium Hydroxide, Polyquaternium -7

Questions or comments?
+1-302-628-4178 (M-F) 8 AM-5PM EST or www.sabesa.com.sv
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Pyrithione Zinc 1%

12 0z (355 mL)
Normal Hair/Cabello Normal

Active Ingredient Purpose

Uses Controls and helps eliminate the symptoms of dandruff
associated withwitching wirritationsrednesseflaking

Warnings

For external use only. Avoid contact with the eyes. If conctact occurs,
rinse thoroughly with water.

Stop use and ask a doctor if condition worsens or does not improve
after regular use of this product.

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

Directionss wet hair, \ge BIOTIN H3 Shampoo onto scalp,
rinse, repeat if desired m for best results use at least twice
a week or as directed by a doctor

Inactive ingredients Water, Sodium Laureth Sulfate, Sodium
Lauroyl Sarcosinate, Cocamidopropyl Betaine, Acrylates Copolymer,
Cocamide MEA, Di | (and) TEA-Dodecylb Ifi
Glycerin, Tetrasodium EDTA, DMDM Hydantoin (and)
Methyichloroisothiazolinone {and) Methylisothiazolinone,
Citric Acid, PEG-120 Methyl Glucose Dioleate, Fragrance,
Guar Hydroxypropyltrimonium Chloride, Sodium Hydroxide,
Polyquaternium -7.

Questions or comments? +1(302) 628-4178 (M-F) BAM-5PM
EST or www.sabesa.com.sv

LEVANTAR

Distributed By/Distribuido Por-

CAD Import Inc

650 Centerpaint Blvd

NDC, 73388 -102-12 New Castle, DE 19720, US.A.
Reg. El Salvador: Made in/Hecho en: El Salvador
1UC02700119 Manufactured By: SABESA de CV.

Ingrediente Activo Propésito
Uses Controlay ayuda a eliminar los sintomas de la caspa asociados
Advertencias

Sélo para uso externo. Evite el contacto con los ojos. En caso de
contacto, enjuagar bien con agua.

Pare elusoy llte al médico sila i P ono
mejora después del uso regular de este prod

Mantener fuera del alcance de los nifios. En caso de ingestién,
obtenga ayuda médica o comuniquese con un Centro de Control de
Envenenamiento de inmediato.

Indicaciones -amoje el cabello, massjee BIOTIN H3 Shampooen el
wmﬂmt‘qihsibm lpramr{l\lsfm

médico.
Ingredientes inactivos Agua, Laureth Sulfate de Sodio, Lauroll
mamwmwam
(‘nﬂnidelﬂ,wm
Mchthﬁmhuw'ﬂlknﬁaﬂm Citrico,
PEG-120 Metil Glucosa Dioleato, ncia, Cloruro de
Hidroxipropiltrimonio Guar, Hidréxido de Sodio, Polyquaternium-7
éPreguntas o comentarios? +1(302) 628-4178 (L-V)
8 AM-5PM EST or www.sabesa.com.sv

Producto Centroamericano fabricado en | Servicio al diente

Bl Salvador por SABESA de CV. SABESA

‘www.sabesa.com.sv (503)2304-2009

pyrithione zinc shampoo

Product Information

BIOTIN H3 ANTI-DANDRUFF NORMAL

Product Type HUMAN OTC DRUG Item Code (Source) NDC:73388-102

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
PYRITHIONE ZINC (UNIL: R95302RHZ5) (PYRITHIONE ZINC - UNI:R95302RHZ5)

Basis of Strength
PYRITHIONE ZINC

Strength
0.01g in 1mL

Inactive Ingredients




Ingredient Name Strength
SODIUM HYDRO XIDE (UNIL: 55X04QC32I)
WATER (UNII: 059QF0KOOR)
SODIUM LAURETH SULFATE (UNI: BPV390UAPO)
COCAMIDOPROPYL BETAINE (UNII: 50CF3011KX)
SODIUM LAURO YL SARCOSINATE (UNIL: 632GS99618)
COCO MONOETHANOLAMIDE (UNII: C80684146D)
DIMETHICONOL (100000 CST) (UNI: OSA9UP217S)

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

TRIETHANO LAMINE DODECYLBENZENESULFONATE (UNI: 8 HM7ZD48 HN)

METHYLISOTHIAZOLINONE (UNIL: 229D0E1QFA)

CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8 QP)

DMDM HYDANTOIN (UNIL: BYR0546 TOW)

METHYLCHLOROISOTHIAZOLINONE (UNII: DEL7T5QRPN)

PEG-120 METHYL GLUCOSE DIOLEATE (UNIl: YMOK64F20V)

POLYQUATERNIUM-7 (70/30 ACRYLAMIDE/DADMAC; 1600 KD) (UNI: 0L414VCS5Y)

EDETATE SODIUM (UNII: MP1J8420LU)

GUAR HYDRO XYPROPYLTRIMO NIUM CHLORIDE (1.7 SUBSTITUENTS PER SACCHARIDE) (UNI: B16 G315W7A)
GLYCERIN (UNII: PDC6A3C00X)

Packaging

# Item Code Package Description W S, R b L L)
Date Date

1 NDC:73388-102- 355 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 10/09/2019

12 Product

Marketing Information

Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
OTC monograph final part358 H 10/09/2019

Labeler - salones de Belleza y Equipos de El Salvador Sociedad Anonima de Capital Variable (851242271)

Revised: 1/2021 Salones de Belleza y Equipos de El Salvador Sociedad Anonima de Capital Variable
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