GENTLE REJUVENATION SYSTEM- avobenzone, homosalate, octisalate, octocrylene, and
oxybenzone
Obagi Medical Products, Inc., a division of Valeant Pharmaceutcals North America LLC.

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.

GENTLE REJUVENATION SYSTEM

Drug Facts

Active ingredients Purpose
Avobenzone 3% Sunscreen
Homosalate 8% Sunscreen
Octisalate 5% Sunscreen
Octocrylene 2.79% Sunscreen
Oxybenzone 3% Sunscreen
Uses

helps prevent sunburn

if used as directed with other sun protection measures (see Directions), decreases the risk of skin
cancer and early skin aging caused by the sun

Warnings

For external use only

Do not use on damaged or broken skin

Stop use and ask a doctor if rash occurs

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

apply liberally 15 minutes before sun exposure

use a water resistant sunscreen if swimming or sweating
reapply at least every 2 hours

children under 6 months: Ask a doctor

Sun Protection Measures. Spending time in the 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 10 a.m.—2 p.m.
wear long-sleeved shirts, pants, hats, and sunglasses

Inactive ingredients



ascorbic acid, citrus grandis (grapefruit) peel extract, dimethicone, dimethicone crosspolymer,
fragrance, octoxynol-10

Other information

* store at controlled room temperature: 15°C-25°C (59°F-77°F)
* protect this product from excessive heat and direct sun

Questions or comments?

1.800.636.7546

Monday—Friday 9 a.m.—4 p.m. Pacific Time
Distributed by OMP, Inc., Long Beach, CA 90806

PRINCIPAL DISPLAY PANEL - Kit Carton
OBAGI®
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GENTLE REJUVENATION SYSTEM
Sensitive Skin Kit



WM UYS BANISURS

5

TVOId3INW

19V

@

WILSAS NOILVNIANCN3Iy 371LN3 9

OBAGIT

MEDICAL

GENTLE REJUVENATIGN SYSTEM

@

Sensitive Skin Kit

GENTLE REJUVENATION SYSTEM

OBIAG

MEDICAL

5

Sensitive Skin Kit

1Y UIYS BABIsURS

§ J0g2E02 £ BEV'E0 55 PUB 6B 0'L2E T BREEd ] P
I I I I II A apwe B3 ‘Bupuay pie ' I '
‘amunmmbi mmma wnf e aeRinden fnd s anirmen L anm e =




eEupioey 3

CALL MIIELOLIY WSl U opey wodBego s s J71 EILBIL g1 0K
S]EXIM0EULIELgd W ES|EAI0 UDEIANP £ 31 STnpok Eapow oo pims
FORDEYD Y2ees oy 'ou) gk A mamgusg

2] ' B e wopE pumsin e s obim oo oyl

*Julif s (g o o dasy

i L2-4e59) 9.92-0.01 2une RdwB] WL FaY0IIUDI 18 SIS

e
‘appdad g Ao ‘epEkcEr Woune WARCE ' HA Ul 0jUEIE ‘L0 W 0ERGE)
‘e Euy ‘|G E e e ‘mEsoun ‘e e ey doooy YoodAphioy s
oy afoayd o A iilidea Bujwe o gay) ewog e ‘aege mof|

‘apim LRI Wimil 2154
aEanb fuyew oz g3 apusd i deaoidia joipag fpa wEImu |
B E0Es 10 (Fow e ) 5onp enepdiue En.d ‘Enbel eemeuspa b
‘uepEfud ok s
LB BB ENUUEDED 0 onmod YEEs ' BND00 UoHEL| | URIEHTE 10 HEel
a0 yno daay Ko san [Bussy e 04 5aka oy janmd Bumal posy e
‘ueunies EED e repcegp-us e B o ped @ e e e ee o e
EI8)ay} B 8y Uiy pemuespy o dund | efERERg WD J0 UMWE EiEEL
BERBRR) 0] B[ ajujyymasn ayjuo e fquel pue de soue seesjaang
ﬂiuunpuuuﬂ n uuns AREKLAL) amnmj pue uys pafiewsp-une p eei@dde
axjen|xe Bul dame nok A
iy b mmmnuumumw Wi pue o

1L S W R e ALy
B 0f BEETEETL
JEMBIIIIDY D B 2]

L o P ey e Loy prposd sy ponsd o

ok L= S DLGE L5 ST i) L) pRgaren 2 e m
SO LY SR

nL-pnhm\nn&I

‘e ‘rers @ T PR oo

suapa fur an gy

semfumpe vpy v gy poer- iy mae
“urd g~ umn) payd) WAL S
Sy wamm ug) s sy s s i 05 | o R

Peg R e usaraaae @ st e sen o i e e
[ L T ay an fupedg "
IRE LU 5 ERUN ER R B

i A e e fddau

Buppams 0By | ot pepEy opsnrn e

s a0 s u g A e m

EORRIEL]
e
LT LR B P chot) et o ‘a1 s g 0 Lo | s e
- UL o ay By

T

sfunreg

e i pones Bu i L Ry e oo ues e
‘SS000Fon" (3 0. i Doa] DeFEEDL LS. NS Kagn L e PG PSR poan || |
wmnepad ey =

b 1]
g & amamn
v
[TIT5 5 40T
o)
Ll SE R O
esoding quepes fuy eagay

sjoed Gnig

*BuiBe e o eubp fiee pue siEwen une peonpu-wne BueBe vonoep.d mopod
7 UALIER)A ) DO CHOMCEEERT K. LM PEREINLLL O, LR B ELun e e peng B L
WY (6 B7) 20 L] "imaeN

JupEY A YIMOE Sd5 Whideds pEoU § UsaaSUNg paynlog

Wd (B 05] 20 £} w8y seday wbiy peauespy

BEV200°3 U BA 0'LLE I B REEd 8

Aoey oo Py ‘o] e BElerE e
an|e'uafejpa ajgmee ‘upera pazkjnply ‘ppe JjQEas ppeE a)1R ' pualed

W13 Wimep meueuws wpiytoupiy ino--p-ene Gualemued uge ugawy

*upatiffay Ay e apopfy wnime el Binbmne BEpoe fiegdom) e w e
*aloquiEup 'EZ-pEng ueysboua)d ' 5o e s fos)Eoe ol ueue
BMIPERPEL 10WIR WEs BB EuAup | A8k 6 2 1-53d Toum (e K1e ‘N8 JuEEE
‘epEpAu oempipo o066 ae)idwud 'maeee Weall Tenbd B Emequepaiby)
“uspefud inok ireum

DLE BN AURUEIED ‘L0 100 SR 'BINEI0 AL § UEIPIE §8 (Rl
Joyna deay dpm e jeEpe g Eote oy janm.d Gumpsh plowy g
-iejgefydedy ppap e 1o Yep B exsg aoey o) Addy :euoisang

‘UDSENIG

quakieed &) pue apaiopawm-umy ‘UNE aq)EwEE pus Ap s N ERW fdeap
we g Guwesus sewepmoud jo sube AoeW aeama pue uye pieLED-uE
B EUREacts ) anndw| 0] UTEEE DUB UNEWH b UBHEURWE GAENEYE UB UM
WdHHY (B o8] "0 g7 1miaN wea ) Bulanes urys

(ovi6 ) e 9 moyey unued) suwbay vegeeddme|

‘e edfdoid ‘uecresedfm ‘weriaditine uedesed e ‘ouBnsbonad

* Bjules e e e o deg (R 0 Eie ) e e i)

BIBURLLD EAES BB aIELE W 1 AEinkoe BEe dop UewindsEwaapiie
WHE 0E-010 2eE e josuyued o ewe o5, eeew e enuud f-paoih
‘B ANE WESE) WNIp0E TEUarece 8o gl 5in| £ 6 Ew PEQIEd B0E '5@®
aujwe D (Ao wnpoe ‘upen B “aimeq i odogweo Enbe BEw:Emapaibe
‘uepphyd inok jreum

LB e ENUNUDER 0joreoM UEEM | BNIDOUCHENL| B UEIN U 10 Wes)

joino daey Hjun aan [eweyxe w4 male mu janpoad Gupyel povy sGumoes
Ui B wye peyonip-uspekyd B o el ee KiEp BoymBE

Himpaduim sy wdyefuyneue oy yw peu e e duep o) Addy suogsang
"UDE PUE BIOENDJLLICD BBA) LI

nofosuesa Bnap “Bup oos sim uy eeE ep saes ooy pRE LY AjEyiEds

M4 ¥ [TW 0DZ) " 28 Y L% 4 asuea)) Bunpecs

_-— —
P —
-
e e =
el B B e
..... =1
i iy e
- - . (L)
0
Tua ey W]
AL -
R piap

‘Buibeoioyd jo subis ajqisia eyl
pue uys pabewep-uns jo asueleadde
ay) aaoldw dijay pue esueleadde
s,.un{s aleuaanial Auab ol 'uneaz
PUE UI1aUIY S10108) yimolb jeanieu jo
uonediguwod ayl Bugpnyou *satfojouyaag
ansn|axa pue siuaipadbul anbiun gim
uawbas a1e ups apueb ‘sandeye uy

W31LSAS
NOILVNIANCr3d
2 1LN3S

TVOIAa3I N

RN




TYDOIA3IN

TV

WY UIS BAnisues

&

W3LSAS NOLLVNIANCIY 37LNID

HK

S




GENTLE REJUVENATION SYSTEM

avobenzone, homosalate, octisalate, octocrylene, and oxybenzone kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:62032-525
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:62032-525-91 1in 1 CARTON; Type 0: Nota Combination Product 11/04/2013

Quantity of Parts
Part # Package Quantity Total Product Quantity
Part1l 1BOTTLE 48 g

Part1of 1

GENTLE REJUVENATION FORTIFIED SUNSCREEN BROAD SPECTRUM SPF
30 WITH VITAMIN C

avobenzone, homosalate, octisalate, octocrylene, and oxybenzone cream

Product Information
Item Code (Source) NDC:62032-130

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 30mg inlg
HOMOSALATE (UNII: VO6SV4M95S) (HOMOSALATE - UNI:V0O6SV4M95S) HOMOSALATE 80mg inlg
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 50mg inlg
OCTOCRYLENE (UNII: 5A6 8 WGF6 WM) (OCTOCRYLENE - UNI:5A6 8 WGF6 WM) OCTOCRYLENE 279 mg inlg
OXYBENZONE (UNI: 9500S7VEQ0Y) (OXYBENZONE - UNI:9500S7VEQY) OXYBENZONE 30mg inlg
Inactive Ingredients

Ingredient Name Strength

ASCORBIC ACID (UNII: PQ6 CK8PDOR)

CITRUS MAXIMA FRUIT RIND (UNII: 5NX3G75CA6)
DIMETHICONE 100 (UNI: RO2660364U)
OCTOXYNOL-9 (UNI: 7JPC6Y25QS)



Product Characteristics

Color WHITE Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:62032-130-70 48 gin 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part352 11/04/2013

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part352 11/04/2013

Labeler - Obagi Medical Products, Inc., a division of Valeant Pharmaceutcals North America LLC. (790553353)

Establishment
Name Address ID/FEI Business Operations
LABORATOIRE DR RENAUD INC. 202501565 MANUFACTURE(62032-525) , LABEL(62032-525) , PACK(62032-525)
Establishment
Name Address ID/FEI Business Operations
Swiss-American CDMO, LLC 080170933 MANUFACTURE(62032-525) , LABEL(62032-525) , PACK(62032-525)

Revised: 12/2017 Obagi Medical Products, Inc., a division of Valeant Pharmaceutcals North America LLC.
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