BABY MINERAL SPF 50- zinc oxide 17.0% lotion
The Hain Celestial Group, 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.

AL00437 Baby Mineral SPF 50+

Active Ingredient Purpose i
i JSunscriaan

Directions raolylieraly 15 mines
before sun exposure, Reanply afler 80 minubes of
swimming or swealing, immediztely ater towel
drying and af beast every 2 haurs, Chiliren under 6
morths: ask & dochor, Sun Protection Measures:
Spending time in the sun increases your risk of skin
cancar and early skin aging. To oecreasa risk,
regularly use a sunscreen with Broad Spectum SPF
15 or higher and other protective measures ncluding:
[imit time in 5un, especislly from 10am to 2pm, and
wear knp-sheaved shirts, pants, hats and sunplasses.

Active Ingredient Purpose i
e Cde 1 00% . JSunscrean

Wammgs For extemal use only, Do not use
or1 darmaged or Droken skin. When using this product
kean out of eyes, Rinss with water fo remove, Stop
w52 and ask 2 dochor ¥ skin rask ocours. Keep out of
reach af children, | svwallowed, ost medical help o
cortact a Poison Control Center right away.

Wammys For extema] use only, Donot use
orl damaged or Droken skin. Whan using this product
keen out of eyes, Rinss with water fo remove, Stop
uese and ask & dochor ¥ skin rash occurs. Keep out of
reach of children, If swallowed, gat medica] help or
cortact a Poisan Cordrol Camter right away.

Inactive Ingredients

Hoe Barbadensis Laal Juice™, Caprylic/Capric
Trickvceride, Water (Agua), Coconut lkanes, Mica
(Bycerin, Pobyulyceryl-2 Sesquioleate. Brassica
Ajcarol, Polydlveeryl=3 Ricinoleate, Glycenyl
sostearate, Butyrospermum Parkil (Shea) Butier,
Citrues Auramtum Dules (Oranoeh Peal OF,
Copernicia Cerifera {Camauba) Wax, Juniperus
Virgmiana Od, Camelfiz Sinensis Leaf Extract”,
Chamomilla Recutita (Matricana) Alower Extract™
Tocopheryl Acetate. Arvsaldehyde, Benzyl Acetate,
Biosaccharide Gur=1. C10=18 Trighcerides,
Cataaryl Ofivate, Coco-Caprdate/Caprate, Glycerd
(aprylate, Polywdrowystearic Acid, Potassium
Hydrooide, Ouartz, Sodium Anisate, Sodum
Chiceide, Sodium Levuinate, Sorbitan Ofvate,
Triethyl Ciirate, Vanilin, Akaohol”,
Ethyiheydolycerin, Prenmyethancl, Ciiranellol
Geraniol Lirmceaene, Linalool

MEestified Organic [ngredient

Uses « 1iekos prevent sunoum » I used as
directed wilh other sun prolechion measuras (sas
Directions), decreases the risk of skin cancer and
early skin aging causad by the sun.
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BABY MINERAL SPF 50

zinc oxide 17.0% lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:61995-0437

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNII: SO2LOH54Z) (ZINC OXIDE - UNIL:SOIRLOH547) ZINC OXIDE 17 g in 100 g



Inactive Ingredients

Ingredient Name
JUNIPERUS VIRGINIANA OIL (UNIl: PAD4FN7P2G)
O-ANISALDEHYDE (UNII: 7CP821WF2W)
CETEARYL OLIVATE (UNI: 58B69Q84J0O)
GLYCERYL CAPRYLATE (UNI: TM2TZD4G4A)
SODIUM CHLORIDE (UNIL: 451W471Q8 X)
SODIUM LEVULINATE (UNII: VK44E1MQU8)
GLYCERYL ISOSTEARATE (UNI: HYE7O27HAO)
COCO-CAPRYLATE/CAPRATE (UNI: 8D9H4QU99H)
GREEN TEA LEAF (UNIl: W2ZU1RY8BO0)
POLYGLYCERYL-3 RICINOLEATE (UNI: MZQ63PONOW)
SHEA BUTTER (UNII: K49 155WL9Y)
CARNAUBA WAX (UNII: RI2CBMOEIZ)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0)
POLYHYDROXYSTEARIC ACID (2300 MW) (UNII: YXH47AOUOF)
SODIUM ANISATE (UNI: F9WEFJ28MV9)
VANILLIN (UNIL: CHI530446 X)
.BETA.-CITRONELLOL, (+/-)- (UNI: 56 50K72VNF)
ALCOHOL (UNIL: 3K9958V90M)
LINALOOL, (+/-)- (UNI: D8 1QY6I88E)
GERANIOL (UNI: L837108USY)
SORBITAN OLIVATE (UNI: MDL271E3GR)
TRIETHYL CITRATE (UNII: 8296 QXD6 UM)
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)
PHENO XYETHANOL (UNII: HIE492Z773T)
BIO SACCHARIDE GUM-1 (UNI: BB4PU4V09H)
ORANGE OIL (UNI: AKN3KSD11B)
CHAMOMILE (UNIL: FGL3685T2X)
BENZYL ACETATE (UNIl: 0OECG3V792))
C10-18 TRIGLYCERIDES (UNII: 43AGM4PHPI)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: COH2L21V7U)
WATER (UNI: 059QF0KOO0R)
POLYGLYCERYL-2 SESQUIOLEATE (UNI: RHP7Q83BVB)
POTASSIUM HYDRO XIDE (UNII: WZH3C48 M4T)
COCONUT ALKANES (UNIL: 1IE5KJY107T)
ALOE VERA LEAF (UNII: ZY8 178 3H0 X)
MICA (UNI: VBA1AW0880)
GLYCERIN (UNII: PDC6A3C00X)
LIMO NENE, (+/-)- (UNIL: 9MC3134447)

Product Characteristics

Color white Score
Shape Size
Flavor Imprint Code

Contains

Strength



Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:61995-0437-4 113 g in 1 TUBE; Type 0: Nota Combination Product 12/06/2019

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part352 12/06/2019

Labeler - The Hain Celestial Group, Inc. (117115556)

Registrant - The Hain Celestial Group, Inc. (014334364)

Establishment
Name Address ID/FEI Business Operations
The Hain Celestial Group, Inc. 081512382 manufacture(61995-0437)

Revised: 2/2021 The Hain Celestial Group, Inc.
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