NYDG DISCOVERY SET- zinc oxide
Van Laere LLL.C

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.

NYDG Discovery Set
Drug Facts

Active Ingredient
Zinc Oxide 17.5%

Purpose

Sunscreen

Uses
e Helps prevent sunburn
e Retains SPF after 80 minutes of activity in the water or perspiring

Warnings

For external use only

Do not use on damaged or broken skin

When using this product keep out of eyes. Rinse with water to remove
Stop use and ask a doctor if rash occurs

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

Directions
Apply generously 15 minutes before sun exposure.

Reapply:
e after 80 minutes of swimming or sweating
¢ immediately after towel drying
e atleastevery 2 hours

Sun Protection Measures
e Spending time inthe sunincreases your risk of skin cancer and early skin aging. To decrease this
risk, regularly use a sunscreen with a broad spectrum SPF value of 15 or higher and other sun
protection measures including:
¢ limit time in the sun, especially from 10am-2pm
e wear long-sleeved shirts, pants, hats and sunglasses
e Childrenunder 6 months of age: Ask a doctor

Other information



Protect this product from excessive heat and direct sun. Report a serious adverse event reaction to: van
laere llc. 119 Fifth Avenue, New York, NY 10003

Inactive Ingredients

Water (Aqua), Isononyl Isononanoate, Caprylic/Capric Triglyceride, Dimethicone, Hexylene Glycol,
Butyloctyl Salicylate, Cetyl PEG/PPG-10/1 Dimethicone, Argania Spinosa Kernel Extract,
Hydroxyethyl Acrylate/Sodium Acryloyldimethyl Taurate Copoly Polyglyceryl-4 Isostearate,
Tocopheryl Acetate, Polyhydroxystearic Acid, Squalane, Polyglyceryl-3-Poyricinoleate,
Phenoxyethanol, Lecithin, Sodium Chloride, Isostearic Acid, Hexyl Laurate Ethylhexylglycerin,
Bisabolol, Caprylyl Glycol, Polysorbate 60, Chlorphenesin, Disodium EDTA

Distributed by van laere llc, New York, NY10003, USA
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Drug Facts

Active Ingredient Purpose
Zinc Oxide 17.6%.

Uses

# Helpe prevent sunbum

« PBotaina BPF aftar B0 minutes of activity in tha
wisher O perepiring

Wamings

[For external use only

Do ot use on darmaged or broken ekin

When using this produet kesp out of epee. Rines
Wwith Wweater 1o remove

Siopuse and ask a doctor if ragh nccure

Keep out of reach of children. If swallowed, get
medical help or contact 2 Poison Control Centra
right mwey

Directions:

Apply genercusly 16 minutes before sun expoeuns.
Reapply. = after 80 minutes of mwmmming or
sweating *immadiately aftar toweal drying « at laast
evary 2 hours Sun Protection Measures =
Spending time in tha eun increasee your risk of
akin cancer and early ekin aging To decreass this
risk, regularly ues a8 sunecrean with 2 broad
apactrum SPF valua of 16 or higher and other sun
protection measures includng: = imit time in the
sun, especidly from 10=m-2pm ¢ wear
leng-eleeved shirts, pants, hats and sunglasses »
Children under & montha of aps: Ask a docior

Other information

Protect this product from emcessive heat and
diract eun. Rsport & srious sdvarss evant reection
1o: van lsera lle. 1108 Fifth Awenue, Neaw York, NY
10003

Inactive Ingredients

Water  (Aqual, lecnomyl  Ieononanoats,
Caprylic/Capric  Triglycerida, DCimethicona,
Hexglene Glycol, Butyloctyl Salicylats,
Catyl PEG/PPG-10/1 Dimethicons, Argania
Spincaa  Karmal  Exiract,  Hydromysthyl
Acrylste/Sodium  Acrylogdimethyl  Taurste
Copoly Polyglyceryl-4 [soetearats, Tocophsarnyl
Acatate, Polyhydrowystearic Acid, Sgqualane,
Polyglyceryl-2-Poyricinoleate, Phenomysathannl,
Lecithin, Sodium  Chloride, lsoetearic
Acid, Heyl Laurate Ethylhexylglycerin,
Bizabolol, Caprylyl Glycol, Polyeorbate 80,
Mhinrrhanasin Dicedinm FMTA

Distributed by van laera llo, Mew York, NY1 0003, US4 Mada in tha USA for NYDG

EU Respomsible Ferson: Obelis 5.3, 1030 Brussels, Belginm.

1% of procesds are donated to NYDG Foundation. Committed 1o health education,
preventive care and medical relief in undersenved populations.

wiwwenydgfoundation.org
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NYDG DISCOVERY SET

zinc oxide kit

Product Information

Product Type HUMAN OTC DRUG
Packaging
# Item Code Package Description

1 NDC:71994-008-01 1in 1 CARTON

Quantity of Parts
Part #
Part1
Part 2
Part 3
Part 4

Package Quantity
1TUBE
1 BOTTLE, PLASTIC
1JAR
1TUBE

Part 1 of 4

Item Code (Source)

Marketing Start Date
05/01/2018

Total Product Quantity
30 mL
30 mL
15 mL
5 mL

CHEM-FREE ACTIVE DEFENSE SPF 30

zinc oxide cream

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Zinc Oxide (UNI: SO2LOH54Z) (Zinc Oxide - UNI:SOI2LOH54Z7)

Basis of Strength
Zinc Oxide

NDC:71994-008

Marketing End Date

Strength
175 mg in 1 mL



Inactive Ingredients
Ingredient Name Strength
Water (UNIL: 059 QFOKOOR)
Isononyl Isononanoate (UNI: S4V5BS6GCX)
Butyloctyl Salicylate (UNI: 2EH13UN8D3)
MEDIUM-CHAIN TRIGLYCERIDES (UNIL: CO9H2L21V7U)
Dimethicone (UNI: 92RU3N3Y10)
Hexylene Glycol (UNI: KEHO A3F75))
CETYL PEG/PPG-10/1 DIMETHICONE (HLB 2) (UNIL: V2W71V8TO0 X)
ARGAN OIL (UNI: 4V59 G5UW9 X)

HYDRO XYETHYL ACRYLATE/SODIUM ACRYLO YLDIMETHYL TAURATE COPOLYMER (100000 MPA.S AT
1.5%) (UNI: 86 FQE96TZ4)

Polyglyceryl-4 Isostearate (UNI: 820 DPX33S7)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8X80D2L0)
POLYGLYCERYL-3 RICINOLEATE (UNI: MZQ63P0NOW)
POLYHYDROXYSTEARIC ACID (2300 MW) (UNIl: YXH47AOUOF)
Squalane (UNI: GW89575KF9)

Phenoxyethanol (UNI: HIE492ZZ3T)

Isostearic Acid (UNIL: X33R8U0062)

LECITHIN, SO YBEAN (UNIL: 1DI56 QDM62)

Sodium Chloride (UNIL: 451W471Q8 X)

Hexyl Laurate (UNI: 4CG9F9W01Q)

Ethylhexylglycerin (UNIL: 147D247K3P)

LEVOMENOL (UNIL: 24WE03BX2T)

Caprylyl Glycol (UNI: 00YIU5438U)

Polysorbate 60 (UNI: CAL22UVI4M)

Chlorphenesin (UNIL: 1670 DALA4SZ)

EDETATE DISODIUM (UNII: 7FLD9 1C8 6 K)

Farnesol (UNI: EB41QIU6JL)

Packaging
# Item Code Package Description Marketing Start Date = Marketing End Date
1 30 mL in 1 TUBE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part352 05/01/2018

Part 2 of 4
LUMINIZING SKIN ESSENCE

moisturizing gel



Product Information

Route of Administration TOPICAL

Other Ingredients

Ingredient Kind Ingredient Name
INGR DIPROPYLENE GLYCOL (UNII: EI07L85C40)
INGR PENTYLENE GLYCOL (UNI: 50C1307PZG)
INGR WATER (UNIE: 059 QFOKOOR)
INGR TRISODIUM ETHYLENEDIAMINE DISUCCINATE (UNII: YA22H34H9Q)
INGR GLYCYRRHIZINATE DIPO TASSIUM (UNIL: CA2YO0FE3FX)
INGR ALLANTOIN (UNIL: 344S277G0Z)
INGR ALOE VERA LEAF (UNII: ZY81Z8 3H0 X)
INGR MALTODEXTRIN (UNIl: 7CVR7L4A2D)
INGR CAFFEINE (UNII: 3G6 A5W338E)
INGR SODIUM CITRATE, UNSPECIFIED FORM (UNIL: 1Q73Q2JULR)
INGR GLYCERIN (UNII: PDC6A3C00X)
INGR ROSEMARY OIL (UNIl: 8LGU7VM393)
INGR 1,2-HEXANEDIOL (UNII: TR046 Y3K1G)
INGR CAPRYLYL GLYCOL (UNIL: 00YIU5438U)
INGR METHYL GLUCETH-20 (UNI: J3QD0LD11P)
INGR POLYOXYL 40 HYDRO GENATED CASTOR OIL (UNII: 7YC686 GQ8F)
INGR PPG-26-BUTETH-26 (UNIL: 2[I1IK6 TZ4P)
INGR MENTHYL LACTATE, (-)- (UNI: 2BF9E65L7I)
INGR LACTOBACILLUS REUTERI (UNIL: 9913124QEE)
INGR BUTYLENE GLYCOL (UNII: 3XUS85K0RA)
INGR EPILOBIUM ANGUSTIFOLIUM FLO WERING TOP (UNI: 08H094218D)
INGR SIMMO NDSIA CHINENSIS SEED (UNII: D24K2Q 1F6 H)
INGR PSEUDOPTERO GORGIA ELISABETHAE (UNIl: UDY3H10UX5)
INGR BEET (UNIL: N48 7ZKM8 COK)
INGR CORN SYRUP (UNI: 9G5L16 BK6N)
INGR LACTIC ACID, UNSPECIFIED FORM (UNI: 33X04XA5AT)
INGR P-ANISIC ACID (UNII: 4SB6 Y7DMM3)
INGR LEUCONOSTOC/RADISHROOT FERMENT FILTRATE (UNIl: D2QHA03458)
INGR SODIUM HYDRO XIDE (UNIL: 55X04QC32I)
Packaging
# g:g:: Package Description Mﬂrke];:;f =T

30 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

Marketing Information
Marketing Category Application Number or Monograph Citation

Cosmetic

Marketing Start Date
05/01/2018

Quantity

Marketing End Date

Marketing End Date



Part 3 of 4
FORMULA 119

moisturizing cream

Product Information

Route of Administration TOPICAL

Other Ingredients

Inglzie:(;ent Ingredient Name Quantity
INGR WATER (UNIL: 059QFOKOOR)
INGR Glycerin (UNIL: PDC6A3C00X)
INGR Dimethicone (UNI: 92RU3N3Y10)
INGR PENTYLENE GLYCOL (UNIL: 50C1307PZG)
INGR PPG-3 Benzyl Ether Myristate (UNI: 8075L58 MKO)
INGR Isosorbide Dicaprylate (UNI: 0IK29C4889)
INGR Phenyl Trimethicone (UNI: DROK5NOJ4R)
INGR SHEA BUTTER (UNIL: K49155WL9Y)
INGR CETOSTEARYL ALCOHOL (UNI: 2DMT128M1S)
INGR Trehalose (UNI: BSBWCK70T7I)
INGR DIMETHICONOL (100000 CST) (UNII: OSA9UP217S)
INGR GLYCERYL MONOSTEARATE (UNIL: 2300U9 XXE4)
INGR PEG-100 Stearate (UNI: YDO1N1999R)
INGR Polysorbate 60 (UNI: CAL22UVI4M)
INGR CARBOXYPOLYMETHYLENE (UNIL: 0 A5SMM307FC)
INGR Butylene Glycol (UNI: 3XUS85K0RA)
INGR Phenoxyethanol (UNI: HIE492ZZ3T)
INGR DIMETHICONE CROSSPOLYMER (450000 MPA.S AT 12 % IN CYCLOPENTASILO XANE) (UNII:
UF7620L1W6)
INGR Chlorphenesin (UNIL: I670DALA4SZ)
INGR Ceteth-10 Phosphate (UNIL: 4E0505N49G)
INGR DIHEXADECYL PHO SPHATE (UNI: 2V6 ESWN99N)
INGR Tocopherol (UNI: ROZB2556P8)
INGR LAVENDER OIL (UNII: ZBP1YXWO0HS)
INGR CHONDRUS CRISPUS CARRAGEENAN (UNII: UE856F2T78)
INGR Ethylhexylglycerin (UNIL 147D247K3P)
INGR Potassium Sorbate (UNIL 1VPU26JZZ4)
INGR Sodium Benzoate (UNI: OJ245FE5EU)
INGR Sodium Hydroxide (UNIL: 55X04QC32I)
INGR EDETATE DISODIUM (UNI: 7FLD9 1C86 K)
INGR Tetrahexyldecyl Ascorbate (UNI: 9LBV3F07AZ)
INGR Xanthan Gum (UNIL: TTV12P4NEE)
INGR DEXTRO SE, UNSPECIFIED FORM (UNIL: IY9 XDZ35W2)
INGR RICE GERM (UNII: 7N2B70SFEZ)
INGR Palmitoyl Tripeptide-5 (UNI: 2A3916 MQHO)

INGR SAGE OIL (UNII: U27K0H1H20)



INGR Sea Salt (UNI: 87GE52P74G)

INGR GREEN TEA LEAF (UNI: W2ZU1RY8BO)

INGR MATRICARIA CHAMOMILLA (UNII: GOR4UBI2ZZ)

INGR GINKGO (UNIL: 19FUJ2C58T)

INGR HYDRO XYPROPYL BETADEX (UNIL: 1196 OHX6 EK)

INGR ASTAN GINSENG (UNII: CUQ3A77YXI)

INGR VITIS VINIFERA SEED (UNIL: C34U15ICXA)

INGR GERANIUM MACULATUM ROOT OIL (UNIl: H2E371EDYX)

INGR HYALURONATE SODIUM (UNII: YSE9PPT4TH)

INGR PALMITOYLLYSYLVALYLDIAMINOBUTYRO YLTHREO NINE (UNII: 16 15WE9073)

INGR CHLORELLA VULGARIS (UNII: RYQ4R60M02)

INGR PALMITOYLLYSYLVALYLDIAMINOBUTYRIC ACID TRIFLUOROACETATE (UNIL:
79390Q4BYV)

INGR Magnesium Chloride (UNIL: 02F3473H90)

INGR PALMITOYL LYSYLDIO XYMETHIONYLLYSINE (UNIl: T7A529FB80)

Packaging

# Item Code Package Description Marketing Start Date  Marketing End Date

1 15 mL in 1 JAR; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
Cosmetic 05/01/2018

Part 4 of 4
RE-CONTOUR EYE

eye lotion gel

Product Information

Route of Administration TOPICAL

Other Ingredients

Ingg::ient Ingredient Name Quantity
INGR WATER (UNIL: 059QF0KOOR)
INGR HYDROLYZED WHEAT PROTEIN (ENZYMATIC; 3000 MW) (UNIL: J2S07SBOYL)
INGR PENTYLENE GLYCOL (UNIL: 50C1307PZG)
INGR GLYCERIN (UNII: PDC6A3C00X)
INGR ARNICA MONTANA FLOWER (UNII: OZ0E5Y15PZ7)
INGR LOCUST BEAN GUM (UNII: V4716 MY704)
INGR HYDROLYZED CASEIN (ENZYMATIC; 1000 MW) (UNII: M93H9 1U80R)

INGR Phenoxyethanol (UNI: HIE492Z7Z3T)



INGR
INGR

INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR

Packaging
# Item Code
1

HYPNEA MUSCIFORMIS (UNII: W6 FFORIEJV)

CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNII:

59TL3WG5CO)

SARGASSUM FILIPENDULA (UNII: 55P66J5H7N)
SORBITOL (UNIL: 506 T60A25R)

CAPRYLYL GLYCOL (UNII: 00YIU5438U)
METHYLPROPANEDIOL (UNI: N8 F53B3R4R)
POLYOXYL 40 HYDRO GENATED CASTOR OIL (UNII: 7YC686 GQ8F)
PPG-26-BUTETH-26 (UNIL: 2II1IK6 TZ4P)

Propylene Glycol (UNI: 6DC9Q167V3)

HORSE CHESTNUT (UNII: 3C18L6RJAZ)

BORAGO OFFICINALIS SEED (UNII: 2GXJ790USO0)
GREEN TEA LEAF (UNI: W2ZU1RY8BO0)

CUCUMBER (UNII: YY7C30VXIJT)

Sodium Hydroxide (UNIL: 55X04QC32I)
Ethylhexylglycerin (UNIL: 147D247K3P)

GELIDIELLA ACERO SA (UNI: T9 1IK54D6M1)

Allantoin (UNIL: 344S277G0Z)

EDETATE DISODIUM (UNIL: 7FLD9 1C86K)

EPILOBIUM ANGUSTIFOLIUM FLO WERING TOP (UNI: 08H094218D)
GLYCYRRHIZA GLABRA (UNII: 278879758 H)

MORUS ALBA BARK (UNIL: 7071A48 NDP)

SASSAFRAS ALBIDUM ROOT BARK (UNII: XC5UMP9I5F)
ALOE VERA LEAF (UNIL: ZY81Z8 3H0 X)

CHAMOMILE (UNIL: FGL3685T2X)

SODIUM PYRROLIDONE CARBOXYLATE (UNIL: 4690TG57A2)
CLADANTHUS MIXTUS WHOLE (UNIl: C7WCT2G709)
Sodium Lactate (UNI: TU7THWOWO0QT)
SACCHAROMYCES LYSATE (UNII: R85W246Z1C)
Arginine (UNI: 94ZLA3W45F)

ASCORBYL METHYLSILANOL PECTINATE (UNII: M3PF9237YC)
Aspartic Acid (UNI: 30 KYC7MIAI)

PIDOLIC ACID (UNIL: SZB8301W42)

Glycine (UNI: TE7660X0 1C)

Alanine (UNI: OF5P57N2ZX)

Serine (UNIL: 452VLY9402)

HYALURONATE SODIUM (UNI: YSE9PPT4TH)

SODIUM METABISULFITE (UNI: 4VON5SFNS3C)

Valine (UNI: HG18 B9YRS7)

Isoleucine (UNIL: 04Y7590D77)

Proline (UNI: 9DLQ4CIU6V)

Threonine (UNI: 2ZD004190S)

Histidine (UNIL: 4QD397987E)

Phenylalanine (UNIL: 47E5017Y3R)

Package Description Marketing Start Date

5 mL in 1 TUBE; Type 0: Not a Combination Product

Marketing End Date



Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
Cosmetic 05/01/2018

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part352 05/01/2018

Labeler - vanLaere LLC (081010441)

Revised: 3/2018 Van Laere LLC
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