RENOVE ROYAL PERFECT HAND BROAD SPECTRUM SPF 15 - ethylhexyl
methoxycinnamate, ethylhexyl salicylate, avobenzone cream
YS Health Corp.

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.

Renove ROYAL PERFECT HAND CREAM Broad Spectrum SPF 15

Renove ROYAL PERFECT HAND CREAM Broad Spectrum SPF 15

Active ingredients

Ethylhexyl methoxycinnamate 6.8%
Ethylhexyl salicylate 4.2%
Avobenzone 1%

Purpose

Sunscreen

Uses
® helps prevent sunburn

Warnings

For external use only

Do notuse

on damaged or broken skin

When using this product

keep out of eyes. Rinse with water to remove

Keep out of reach of children.

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

Stop use and ask doctor.

If rash occurs.

Directions

For sunscreen use:
e Apply liberally 15 minutes before sun exposure
e reapply at least every two hours
® use a water resistant sunscreen if swimming or sweating
¢ Sun Protection Measures. Spending time in the sun increases your risk of skin cancer and early
skinaging. To decrease this risk, regularly use a sunscreen with a Broad Spectrum SPF value of 15
or higher and other sun protection measures including:



e o Limittime inthe sun, especially from 10 a.m. - 2 p.m.
o Wear long-sleeved shirts, pants, hats and sunglasses
e Childrenunder 6 months of age: Aska doctor

Other information
e protect this product from excessive heat and direct sun

Inactive ingredients

waterllglycerin Ubutylene glycolldimethiconelldicaprylyl carbonatellpolyacrylamidelportulaca oleracea
extractlpolysorbate 600citrus aurantium bergamia (bergamot) fruit oillolea europaea (olive) fruit oill
citrus aurantium dulcis (orange) oilllcitrus grandis (grapefruit) peel oilllavandula angustifolia (lavender)
oillcedrus atlantica bark oillpelargonium graveolens flower oillcopaifera officinalis (balsam copaiba)
resinljasminum officinale (jasmine) oillmyrtus communis oillArtemisia absinthium extractll rose flower
oillvanilla planifolia fruit extractlferula galbaniflua galbanum) resinlglyceryl stearatell
cyclopentasiloxanellpeg-100 stearatellc13-14 isoparaffinlbehenyl alcoholldimethiconw/vinyl
dimethiconecrosspolymer(caprylyl glycollcarbomer(triethanolaminellhydroxyethyl acrylate/sodium
acryloyldimethyl taurate copolymerlxanthan gumllaureth-7lcaprylhydroxamic acidlfragrance [
phenoxyethanollRoyal Jelly

Questions?
Call 1-877-727-5530
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Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
OCTINO XATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNIE4Y5P7MUD51)
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNIL4X49 YO596 W)
AVOBENZONE (UNIl: G63QQF2NOX) (AVOBENZONE - UNIL:G63QQF2NOX)

Inactive Ingredients

Ingredient Name
WATER (UNIL 059 QFOKOOR)
GLYCERIN (UNIL: PDC6A3C00X)

Item Code (Source)

RENOVE ROYAL PERFECT HAND BROAD SPECTRUM SPF 15

ethylhexyl methoxycinnamate, ethylhexyl salicylate, avobenzone cream

NDC:60782-001

Basis of Strength Strength
OCTINOXATE 68 mg inlg
OCTISALATE 42mg inlg
AVOBENZONE 10mg inlg

Strength




BUTYLENE GLYCOL (UNI: 3XUS85K0RA)
DIMETHICONE (UNIL: 92RU3N3Y10)

DICAPRYLYL CARBONATE (UNI: 609A3V1SUA)
POLYSORBATE 60 (UNI: CAL22UVI4M)

BERGAMOT OIL (UNIL: 39 W1PKE3JI)

OLIVE OIL (UNI: 6 UYK2W1WIE)

ORANGE OIL (UNI: AKN3KSD11B)

CITRUS MAXIMA FRUIT RIND OIL (UNI: 8U3877WD44)
LAVENDER OIL (UNI: ZBP1TYXWOHS)

CEDRUS ATLANTICA BARK OIL (UNI: ZX5QRE4U60)

PELARGO NIUM GRAVEOLENS FLOWER OIL (UNIL: 3K0J1S7QGC)

COPAIFERA OFFICINALIS RESIN (UNII: 1ZVH54405AT)
JASMINUM O FFICINALE FLO WER (UNII: 0Q8K841432)
MYRTLE LEAF OIL (UNIL: 4ZP3Q10Y08)
WORMWOOD (UNII: F84709P2XV)

ROSA RUGOSA FLOWER BUD (UNII: TZ0 BES8I3MW)
VANILLA (UNIL: Q74T35078 H)

GALBANUM OIL (UNI: 211UF7M8N1)

GLYCERYL MONOSTEARATE (UNI: 2300U9 XXE4)
CYCLOMETHICONE 5 (UNII: 0OTHT5PCIOR)

PEG-100 STEARATE (UNIL: YDOIN1999R)

C13-14 ISOPARAFFIN (UNII: E4F12ROE70)
DOCOSANOL (UNI: 9G10E216 XY)

CAPRYLYL GLYCOL (UNIL: 00YIU5438U)
TROLAMINE (UNIL: 903K93S3TK)

XANTHAN GUM (UNI: TTV12P4NEE)

LAURETH-7 (UNII: Z9556G8201)

CAPRYLHYDRO XAMIC ACID (UNII: UPY805K99W)
PHENO XYETHANOL (UNII: HIE492ZZ3T)

ROYAL JELLY (UNI: L497137F0C)

Packaging

# Item Code Package Description
1 NDC:60782-001-00 1in 1BOX

1 75 g in 1 TUBE

Marketing Information

Marketing Start Date Marketing End Date

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC monograph not final part352

Labeler - vs Health Corp. (612982504)

Establishment

Name Address
Kolmar Korea Co., Ltd.

12/05/2013

ID/FEI Business Operations
688732723 manufacture(60782-001)
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