RENOVE ROYAL PERFECT BB SPF 30 - titanium dioxide, octinoxate 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 BB Cream SPF 30

Renove ROYAL PERFECT BB Cream SPF 30

Active ingredients

Titanium dioxide 8%
Octyl methoxycinnamate 3%

Purpose

Sunscreen

Uses
¢ helps prevent sunburn
e if used as directed with other sun protection measure (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun

Warnings
For external use only

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.

Directions

e apply liberally 15 minutes before sun exposure

e reapply:

e o after 80 minutes of swimming or sweating

o immediately after towel drying

o atleastevery 2 hours

Sun Protection Measures: Spending time in the sun increases 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:
e o [imittime inthe sun, especially from 10 a.m. - 2 p.m.

o wear long-sleeved shirts, pants, hats and sunglasses
Children under 6 years of age: Aska doctor



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

Inactive ingredients

water, cyclomethicone, glycerin, titanium dioxide, c12-15 alkyl benzoate, phenyl trimethicone, prunus
amygdalus dulcis (sweet almond) oil, talc, butylene glycol dicaprylate/dicaprate , ethylhexyl
methoxycinnamate, isopropyl palmitate, cetyl peg/ppg-10/1 dimethicone, niacinamide, dipentaerythrityl
hexahydroxystearate/hexastearate/hexarosinate, zinc oxide, polyglyceryl-4 isostearate, magnesium
sulfate, iron oxides(ci77492), disteardimonium hectorite, portulaca oleracea extract, vinyl
dimethicone/methicone silsesquioxane crosspolymer, dimethicone/vinyl dimethicone crosspolymer,
phenoxyethanol, trihydroxystearin, iron oxides(ci77491), methicone, iron oxides(ci77499),
dimethicone, ethylhexylglycerin, fragrance, silica, tocopheryl acetate , royal jelly extract, , aluminum
hydroxide, aluminum stearate, adenosine, aminopropyl dimethicone, polymethylsilsesquioxane

Questions?
Call 1-877-727-5530
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RENOVE ROYAL PERFECT BB SPF 30

titanium dioxide, octinoxate cream

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source)

Basis of Strength

NDC:60782-000

Strength



TITANIUM DIO XIDE (UNII: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE 80 mg in 1 mL
OCTINOXATE (UNI: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUD51) OCTINOXATE 30 mg in 1mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNI: 059 QFOKOOR)
CYCLOMETHICO NE (UNII: NMQ347994Z7)
GLYCERIN (UNI: PDC6A3C00X)
ALKYL (C12-15) BENZOATE (UNII: A9EJ3J61HQ)
PHENYL TRIMETHICO NE (UNII: DROK5NOJ4R)
ALMOND OIL (UNII: 66 YXD4DKO9)
TALC (UNI: 7SEV7J4R1U)
BUTYLENE GLYCOL DICAPRYLATE/DICAPRATE (UNIL: 75D21FL1PI)
ISOPROPYL PALMITATE (UNI: 8 CRQ2TH63M)
NIACINAMIDE (UNIE: 25X5118 RD4)
ZINC OXIDE (UNIL: SORLOH54Z)
POLYGLYCERYL-4 ISOSTEARATE (UNIL: 820 DPX33S7)
MAGNESIUM SULFATE (UNI: DE08037SAB)
FERRIC O XIDE YELLOW (UNI: EX438 02MRT)
DISTEARDIMO NIUM HECTORITE (UNIL: X687XDK09L)
PURSLANE (UNIE: M6 S840 WXG5)
PHENO XYETHANOL (UNI: HIE492ZZ3T)
TRIHYDRO XYSTEARIN (UNIL: 06 YD7896S3)
FERRIC O XIDE RED (UNIL: 1K09F3G675)
FERRO SOFERRIC O XIDE (UNIL: XM0MS8 7F357)
DIMETHICO NE (UNII: 92RU3N3Y10)
ETHYLHEXYLGLYCERIN (UNIL: 147D247K3P)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8X80D2L0)
ALUMINUM HYDRO XIDE (UNIE: 5QB0T2IUNO)
ALUMINUM STEARATE (UNII: U6 XF9 NP8 HM)
ADENO SINE (UNI: K72T3FS567)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:60782-000-00 1in 1BOX

1 40 mL in 1 TUBE

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 10/03/2013

Labeler - vs Health Corp. (612982504)

Establishment



Name Address ID/FEI Business Operations
Kolmar Korea Co. Ltd. 688732723 manufacture(60782-000)

Revised: 10/2013 YS Health Corp.
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