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Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
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REGENERATION WRINKLE CONTROL CREAM  SPF 15 
avobenzone, homosalate, octocrylene cream



Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:579 75-16 1

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

AVO BENZO NE (UNII: G6 3QQF2NOX) (AVOBENZONE - UNII:G6 3QQF2NOX) AVOBENZONE 3 g  in 10 0  g

O CTO CRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNII:5A6 8 WGF6 WM) OCTOCRYLENE 5 g  in 10 0  g

HO MO SALATE (UNII: V0 6 SV4M9 5S) (HOMOSALATE - UNII:V0 6 SV4M9 5S) HOMOSALATE 10  g  in 10 0  g

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R) 55.8 4 g  in 10 0  g

TRISO DIUM ETHYLENEDIAMINE DISUCCINATE (UNII: YA22H34H9 Q) 0 .0 9 7 g  in 10 0  g

GLYCERIN (UNII: PDC6 A3C0 OX) 3.0 9  g  in 10 0  g

XANTHAN GUM (UNII: TTV12P4NEE) 0 .4 g  in 10 0  g

XYLITYLGLUCO SIDE (UNII: O0 IEZ16 6 FB) 1.0 1 g  in 10 0  g

XYLITO L (UNII: VCQ0 0 6 KQ1E) 0 .8 1 g  in 10 0  g

CREATININE (UNII: AYI8 EX34EU) 0 .5 g  in 10 0  g

SO DIUM PYRRO LIDO NE CARBO XYLATE (UNII: 46 9 OTG57A2) 0 .25 g  in 10 0  g

STEARYL ALCO HO L (UNII: 2KR8 9 I4H1Y) 2.4 g  in 10 0  g

TRIACO NTANYL PVP ( WP-6 6 0 )  (UNII: N0 SS3Q238 D) 1.2 g  in 10 0  g

PO LYGLYCERYL-10  STEARATE (UNII: 9 0 TF8 5HH9 1) 2.12 g  in 10 0  g

Do co sa no l  (UNII: 9 G1OE216 XY) 1.48  g  in 10 0  g

HYDRO GENATED SO YBEAN LECITHIN (UNII: H110 9 Z9 J4N) 0 .4 g  in 10 0  g

ETHYLHEXYL PALMITATE (UNII: 28 6 59 9 330 9 ) 0 .5 g  in 10 0  g

PRO PYLHEPTYL CAPRYLATE (UNII: 9 9 1Z19 V2OD) 3.5 g  in 10 0  g

PO LYO XYL 4 0  HYDRO GENATED CASTO R O IL (UNII: 7YC6 8 6 GQ8 F) 3 g  in 10 0  g

CITRIC ACID MO NO HYDRATE (UNII: 29 6 8 PHW8 QP) 0 .127 g  in 10 0  g

PHENO XYETHANO L (UNII: HIE49 2ZZ3T) 0 .58  g  in 10 0  g

CAPRYLYL GLYCO L (UNII: 0 0 YIU5438 U) 0 .48 25 g  in 10 0  g

HEXYLENE GLYCO L (UNII: KEH0 A3F75J) 0 .0 8 4 g  in 10 0  g

TETRAHEXYLDECYL ASCO RBATE (UNII: 9 LBV3F0 7AZ) 0 .5 g  in 10 0  g

PANTHENO L (UNII: WV9 CM0 O6 7Z) 0 .25 g  in 10 0  g

ETHYL LINO LEATE (UNII: MJ2YTT4J8 M) 0 .17 g  in 10 0  g

O LEYL ALCO HO L (UNII: 172F2WN8 DV) 0 .0 7 g  in 10 0  g

TO CO PHERO L (UNII: R0 ZB2556 P8 ) 0 .0 0 5 g  in 10 0  g

SACCHARO MYCES LYSATE (UNII: R8 5W246 Z1C) 0 .59  g  in 10 0  g

TEA LEAF (UNII: GH42T47V24) 1.18  g  in 10 0  g

HYDRO XYETHYL CELLULO SE ( 10 0  MPA.S AT 2 %)  (UNII: R33S7TK2EP) 0 .0 3 g  in 10 0  g

PO TASSIUM SO RBATE (UNII: 1VPU26 JZZ4) 0 .14 g  in 10 0  g

SO DIUM CITRATE (UNII: 1Q73Q2JULR) 0 .0 18  g  in 10 0  g

BIO TIN (UNII: 6 SO6 U10 H0 4) 0 .0 0 0 0 4 g  in 10 0  g

HEXAPEPTIDE-10  (UNII: W9 RS1K7T9 I) 0 .0 0 0 25 g  in 10 0  g

BUTYLENE GLYCO L (UNII: 3XUS8 5K0 RA) 0 .5 g  in 10 0  g

CARBO MER 9 3 4  (UNII: Z135WT9 20 8 ) 0 .0 25 g  in 10 0  g



BeautiControl

PO LYSO RBATE 2 0  (UNII: 7T1F30 V5YH) 0 .0 125 g  in 10 0  g

PALMITO YL TRIPEPTIDE-1 (UNII: RV743D216 M) 0 .0 0 0 25 g  in 10 0  g

PALMITO YL TETRAPEPTIDE-7  (UNII: Q41S46 4P1R) 0 .0 0 0 13 g  in 10 0  g

VITIS VINIFERA SEED (UNII: C34U15ICXA) 0 .0 1 g  in 10 0  g

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:579 75-16 1-0 2 1 in 1 CARTON

1 NDC:579 75-16 1-0 1 6 3 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph no t fina l part352 0 3/15/20 14

Labeler - BeautiControl (609044693)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

BeautiCo ntro l 6 0 9 0 446 9 3 manufacture(579 75-16 1)

 Revised: 2/2016


