BABY- talc powder
Walgreen 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.

BABY POWDER
Active ingredient
Talc 100%
Purpose

Skin Protectant

Uses
Keeps skin soft, fresh & comfortable.

Warnings

For external use only.

Keep out of reach of children

Close tightly after use.

Do not use on broken skin.

Avoid contact with eyes.

Keep powder away from child’s face to avoid inhalation, which can cause breathing problems.
Directions

Shake powder into your hand and smooth onto skin.
Storage

Store ina cool, dry place.

Inactive ingredient

Fragrance

Package/Label Principal Dis play Panel

Baby Powder

Keeps skin soft, fresh & comfortable

Clinically Tested

NET WT 4 0Z (113 g)



keeps skin
soft, fresh &
comfortable

. DIRECTIONS: Shake powder into
your hand and smooth onto skin.
;] Store in a cool, dry place.
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] ALCANCE DE LOS NINOS. CERRAR
FIRMEMENTE DESPUES DE USARSE. NO

.] APLICAR SOBRE PIEL LESIONADA. EVITAR EL

BROKEN SKIN. AVOID CONTACT WITH
EYES. KEEP POWDER AWAY FROM CHILD'S
FACE TO AVOID INHALATION, WHICH CAN
CAUSE BREATHING PROBLEMS.
PRECAUCIONES: UNICAMENTE PARA USO
EXTERNO. MANTENGASE FUERA DEL

B
\WARNINGS: FOR EXTERNAL USE ONLY.
KEEP OUT OF REACH OF CHILDREN. CLOSE
TIGHTLY AFTER USE. DO NOT USE ON
!

CONTACTO CON LOS 0JOS. MANTENER EL l
TALCO FUERA DEL ALCANCE DE LOS NINOS
~ PARAEVITAR SU INHALACION, QUE PUEDE
PROVOCAR PROBLEMAS AL RESPIRAR.
INGREDIENTS/INGREDIENTES:
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Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Item Code (Source) NDC:0363-0901




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TALC (UNIL: 7SEV7J4R1U) (TALC - UNIL:7SEV7J4R1U) TALC 100 g in 100 g
Inactive Ingredients
Ingredient Name Strength
FRAGRANCE CLEAN ORC0600327 (UNIl: 329LCV5BTF) 0.1g in100 g
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:0363-0901-04 113 gin 1 BOTTLE; Type 0: Not a Combination Product 08/01/2020
2 NDC:0363-0901-15 425 gin 1 BOTTLE; Type 0: Nota Combination Product 08/01/2020
3 NDC:0363-0901-22 623 gin 1 BOTTLE; Type 0: Nota Combination Product 08/01/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part347 07/17/2014

Labeler - walgreen Company (008965063)

Registrant - Jell Pharmaceuticals Pvt. Ltd. (726025211)

Establishment
Name Address ID/FEI Business Operations
Jell Pharmaceuticals Pvt. Ltd. 726025211 manufacture(0363-0901)

Revised: 8/2020 Walgreen Company
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