SHISEIDO UV PROTECTIVE FOUNDATION FAIR IVORY- octinoxate and titanium

dioxide stick

SHISEIDO UV PROTECTIVE FOUNDATION FAIR OCHRE- octinoxate and titanium
dioxide stick

SHISEIDO UV PROTECTIVE FOUNDATION BEIGE- octinoxate and titanium dioxide stick
SHISEIDO UV PROTECTIVE FOUNDATION OCHRE- octinoxate and titanium dioxide stick
SHISEIDO AMERICAS CORPORATION

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.

SHISEIDO UV PROTECTIVE FOUNDATION

Drug Facts

Active ingredients Purpose
OCTINOXATE 2.9% Sunscreen
TITANIUM DIOXIDE 7.2% Sunscreen
Uses

® helps prevent sunburn
e 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

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

Directions

For sunscreen use:
e apply liberally 15 minutes before sun exposure
e reapply:
o after 80 minutes of swimming or sweating
o immediately after towel drying
o atleast every 2 hours
¢ 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 of 15 or
higher and other sun protection measures including:
o limit time in the sun, especially from 10 a.m. — 2 p.m.
o wear long-sleeve shirts, pants, hats, and sunglasses
e children under 6 months: Ask a doctor



Inactive Ingredients

MINERAL OIL, POLYMETHYL METHACRYLATE, DIMETHICONE, KAOLIN,
TRIETHYLHEXANOIN, POLYETHYLENE, SORBITAN SESQUIISOSTEARATE,
MICROCRYSTALLINE WAX, PEG/PPG-14/7 DIMETHYL ETHER, SAXIFRAGA SARMENTOSA
EXTRACT, SODIUM HYALURONATE, SOPHORA ANGUSTIFOLIA ROOT EXTRACT,
COPERNICIA CERIFERA (CARNAUBA) WAX, METHICONE, SILICA, WATER, ALUMINA,
ALCOHOL, SODIUM MAGNESIUM SILICATE, HYDRATED SILICA,
TRIETHOXYCAPRYLYLSILANE, ALUMINUM HYDROXIDE, ALUMINUM DISTEARATE,
BUTYLENE GLYCOL, GLYCERIN, TOCOPHEROL, HYDROGEN DIMETHICONE,
DISTEARYLDIMONIUM CHLORIDE, BHT, SYZYGIUM JAMBOS LEAF EXTRACT, TIN OXIDE,
FRAGRANCE, TITANIUM DIOXIDE, IRON OXIDES, MICA,

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

Questions or comments ?
Call toll free 1-800-906-7503

PRINCIPAL DISPLAY PANEL - 9 g Cartridge Carton - Fair Ivory
SHI SEIDO

Anti-Aging
Foundation

37

UV Protective
Stick Foundation

BROAD SPECTRUM
SPF 37

WATER RESISTANT
(80 MINUTES)

SUNSCREEN
9g NET WT. .31 OZ.



LV Protective
Stick Foundation

BROAD SPECTRUM
SPF 37

Fair Ivory

Anti-Aging
Foundation

UV Protective
Stick Foundation
BROAD SPECTRUM

SPF 37

WATER RESISTANT
B0 MINUTES)

JHISEIDO

SUNSCRLEN

Drug Facts
(continued)

Inactive ingredients
WANERAL (. - POUYMETHAL METHACRYLATE -
DIVETHICCNE - KA - TRIETHYLHERANON
POLYETHYLENE - SCRBITAN SESCUNSOSTEARATE -
WACAOCHYSTALLIN YiaX -

PEE/PPC-14/7 DIMETHYL ETHER -

SAYFRAGA SARMENTOSA EXTRACT -

SOCHM HYALURONATE -

SCPHCEA ANGUSTIFOLIA RIOT EXTRALT -

COPERNECIA CERIFERA |CARNALBA, WAX -

WETHIECNE - SICA - WATER - ALLMINA - ALCORDL -
SOCHUM IAGNESIUM SRICATE - HYORATED SLICA-
TRETHCYCAPRYLYLS)LANE - ALUMBNUM HYDRCKIDE -
ALUMISUM CSTEARATE - BUTYLENE GLYTOL -
CLYCEAN - TOCOPHEROL - HYDROGEN CMETHCCNE -
RS TEARYLOIMONIJM CALOAIDE - BHT -

SYTYCHM JAMBOS LEAF EXTRACT - TN ODJCE -
FRAGSANCE  TTAAJUM DIDIE - DN (DES - MICA -

Other Information
Mprotect this product in this
container from excessive

heat and direct sun.

Questions or Comments?
Call toll free 1-800-906-7503
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(continued)

BROAD SPCCTRLM SPF 37

A foendation that protects skin from camage caased by

exierral FGressors sesh as LA ranvs ard dlnvness, Resistant

19 water and sabum, & provites & Jong Jasting &

naturd-ocking finish, while saflequarding skin's beauty for Wa rn‘ngs

thid Tulre '

® Pratects skin from LIVAUVE rays Mc_hebﬁ 'l“.'|l.-"ll‘ the risk KE’EP out Df rEﬂCh Of Ehlldrﬁn.
::.-"‘:;;;l:b::hn:n-nu.r-ﬁj, with exclusie SuperveilH NV 360 " IJTU[iUfI is '5"\'H“UW&'(!. lj":'l

o Formdated with Prodense CEL™ 4 complex of ingredients medical h(r!') or cantact a Poison
that reduces ereyme activity,* ool damage® and DA : )
damage* linked to the formation of wonches and dark spots (..{'lﬂ”ﬂ' Center rll:J'“ dway.

® Pronvicies & creamy Touch ancd & dewy fmish
& NOMNJOOMEDOGENIC AND DERMATOLOG|IST-TESTED

* in vitra test Djrec tians

For sunscreen use;

Drug Facts W apply [iberally 15 minutes
before sun exposure

Active ingredients Purpose W reapply

OCTINOXATE 29% .............. Sunscreen - after 80 minutes of swimming
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NMTANIUM DIOXIDE 7.2% ... Sunscreen

Use

M helps prevent sunburn

Wil 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

When using this product keep out of
eves. Rinse with water to remove.

Stop use and ask a doctor if rash occurs P>

SHISEIDD ANVERICAS CORPORAIION DIST
NEW YORK. NY 10022
WMADE N LS A
GLO

1206
www.shiseido.com

or sweating
-immediately after towel drying
- at least every 2 hours
B Sun Protection Measures.
Spending time in the sun increases
your risk of skin cancer and eary skin
aging. To decrease this risk, reguledy
use a sunscreen with & broad spectrum
SPE of 15 or higher and other sun
protection measures including
- limit time in the sun, especially from
Wem=2pm
- wear bng-sleeve shirts, pants, hats
and sunglasses
B children under 6 months: Ask a

doctor B

PRINCIPAL DISPLAY PANEL - 9 g Cartridge Carton - Fair Ochre

SHI SEIDO

Anti-Aging
Foundation

37

UV Protective
Stick Foundation

BROAD SPECTRUM
SPF 37

WATER RESISTANT
(80 MINUTES)

SUNSCREEN
9g NET WT. .31 OZ.
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UV Protective
Stick Foundation

BROAD SPECTRLM
SPF 37

Fair Ochre

JHIJEIDO

Anti-Aging
Foundation

UV Protective
Stick Foundation
BROAD SPECTRUM

SPF 37

WATER RESISTANT
(B0 MINUTES)

SUNSCRLEEN
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Drug Facts
(continued)

Inactive ingredients
WANERAL CR. - POCYNETHIL METHACRYLAT: -
DIVETHLCHE - KACUN - TRIETHYLHEXANIIK -
POLYETHYLENE - SORBIAN SESCLESOSTEARATE
WACAOCAYSTALLING WAX -

PEGAPE-14/T DIMETHYL ETHER -

SAMFRAA SARMENTOSA EXTRALT

SOOIIM HYALURCNATE -

SOPHORA ANGUSTIFOLIA ROOT EXTRALT -
COPERNCI CERJFERA (CARNALBA Wil -
METHCNE - SLICA - WATER - ALUMINA - ALCCHOL -
SCORM WAGNESHIM SHICATE - HYDRATED SLECA -
TRETHOIXYCAPRYL YLSLAE - ALLMINLM HYDRCXIE -
ALIMINUM DISTEARATE - BUTYLENE GLYCDL -
(GLYCERN « TOCDPHERDL - HYDRCCEN CMETHCONE -
CSTEARYLOIMUNRIM CHLORIDE - BT -

SYTYCHNY JANBOS LEAF EXTRACT - TN DRE -
FRAGRAALE - TTTAAJUM DYDE - RN D0ES - MCA -

Other Information
M protect this product in this
container from excessive

heat and direct sun.

Questions or Comments?
Call toll free 1-800-906-7503
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SHISCIDO

Uy PROTECTIVE STICK FOUNDATION Drug FﬂCtS
(continued)

BROAD SPECTRUM SPF 37

A foendation that protects skm from damage caased by
exterral aggressors sech as UV rays ard dryess, Resistant
19 waler arnel sebeem, # povides & long hstng,

naturaHocking finish, while sefequarderg skin's beauty for Wa rn]‘.ngﬁ

the futene. .
B Pratprts skin froem LSAUVE rays and f'-e'l'u reduce the risk KEBP QUt Df fl:‘aCh Uf [hfldrﬁn.
o ':'I\ —ilr prhitomatgiceg, with exclusive SeperveiH A 360™ If ]}rudufl i5 ﬁﬁ'ﬂ“[ﬁ“t'r.l. qe[
i by T
® Formudated with Profense CEL™, & comnplex of ingredients m g{ii(‘al h{lli) ar contact a I"OISGI'I
that reduces erayme activity,* cell damage® and DA . v
demage* linkeo to the formation of wondes 200 dark spots Cnﬂiml f.!?m!?!‘ ﬂEl"ll ﬂ'i"l'(]‘li'.

® Provickes & creamy towch anel @ dewy mish
& NONCOMEDOGENIC AND DERMATDL OG|ST-TESTED

e e Directions
For Sunscreen use.
Drug Facts W apply liberally 15 minutes

before sun exposure

068.9SVE2 &7
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Active ingredients Purpose M reapply
OCTINOXATE 2.9% oo Sunscreen - after 80 minutes of 'S\"f'i"m'l'ﬂ'lj



THIANNELIVE LPRAARLE £ 270 . SUNESTTEEN L 3Ty

“immediately after towel drving

Use - at least every 2 hours

M Sun Protection Measures.
Spending time in the sun increases
your risk of skin cancer and earby skin
aging. To decrease this risk, regularly
use @ sunscreen with a broad spectrum
SPF of 15 or higher and other sun
protection mezsures including
* fimit time i the sun, especially from

10am =2pm

M helps prevent sunburn

Wil 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 ~wear bong-skeeve shirts, pants, hats,
and sunglasses
M children under 6 months: Ask a
doclor >

When using this product keep out of
eves. Rinse with water to remaove.

Stop use and ask a doctor if rash occurs

SHESEIDD avERICAS CORPORATION DIST i
MEW YORK, MY 10022 =1
MADE N LS A
GLO. 11207
www.shiseido.com

PRINCIPAL DISPLAY PANEL - 9 g Cartridge Carton - Beige
SHI SEIDO

Anti-Aging
Foundation

37

UV Protective
Stick Foundation

BROAD SPECTRUM
SPF 37

WATER RESISTANT
(80 MINUTES)

SUNSCREEN
9g NET WT. .31 OZ.



L\ Protective
Stick Foundation

BROAD SPECTRUM
SPF 37

Beige

JHIJEIDO

Anti-Aging
Foundation

37

UV Protective
Stick Foundation
BROAD SPECTRUM

SPF 37

WATER RESISTANT
(80 MINUTES)

SUNSCRLEN

Drug Facts
(continued)

Inactive ingredients
WANERAL CfL - POCYMETHYL METHACRYLATE -
DIVETHCNE - KADUN - TRIETHYLHEXANCIN -
POLYETHYLENE - SORBITAN SESCLASOSTEARATE -
ACAICAYSTALLINE YU -

PEE/PPE-14/] DIMETHYL ETHER -

SAMIFRALA SARVENTDSA EXTRALT -
SOOLMHYALURCHATE -

SOPHCRA ANGUSTIFDLLA ROOT EXTRALT -

CCPERNCH CERIFERA \CARNALBA; WA

METHEONE - SHICA - WATER - ALLMINA - ALCCHOL -
SOCHUM NAGNESKIM SHICATE - HYDRATED SHICA -
TRETHCIYCAPRYLY| SLAME - ALUNNUM HYDRCKIDE
ALUMIUN COSTEARATE - BUTSLENE GLYDDL -
CLYCEAN - TOCOPHERDL - HYDRCGEN DIMETHIONE -
DRSTEARYLDIMCNRIM CHLORIDE - BT -

SYTYCHNY JAMBDS LEAF EXTRACT - TN ODEE -
FRAGRANCE - TTAA[UM DYE - IRCN (OIS - MG -

Other Information
M protect this product in this
container from excessive

heat and direct sun.

Questions or Comments?
Call toll free 1-B00-906=7503
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SHISEINO
UV PROTECTIVE STICK FOUNDGATION Drug FBCI‘S
(continued)

BROAD SPECTRLM SPF 37

A foundation that protects skin from damage caased by
exterral aggressors such as LV raye s dryness. Resistant
1o water ancl soboem, it provites & jorsg Jasting

Aaturalooking finish, while safequardieg skin's beauty for Wa rn jngs

thi futue .

® Protects skin from UVAUNYE raye and helles reduce the risk Kt"@'p out ﬂf reach Gf thlldren.
of sivile photo-aying, with exclusive Seperveill ' 360™ II prudu([ |‘) E‘F\'dllﬂ"ﬁed L]t'l
te: hrsaigy 3 ¥ i

o Formudated with Prodense CEL™, a complex of ingredients medical help or contact a Poison
that reduces emzyme attivity,” cell damage® and DINA . . )

damage® linked to the formation of wonkles and dark spots {-.l"lnifﬂ' I:_.FHTF'F ”lj'“: l]'\'lr:l‘_i'.

® Pronicies & creamy touch and 8 dewy mish
& NON-COMEDOGEN|C AND DERMATOLOGIST-TESTED

" i vitre: st Directions

For sunscreen use:

Drug Facts M apply liberally 15 minutes
before sun exposure

Active ingredients Purpose W reapply

OCTINOXATE 29% .............. Sunscreen ~after 80 minutes of swimming

068L9S¥VE2 LET
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[ITANIUM DIOXIDE 7.2% ... Sunscreen

Use

W helps prevent sunburn

Wil 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 damaqged or broken skin

When using this product keep out of
eves. Rinse with water to remove,

Stop use and ask a doctor if rash occurs P

SHISEIRG AMERICAS CORPORATION DIST
NWEW YORK, MY 10022
MADE N LLS A

GLO. 11208
www._shiseido.com

or sweating
-immediately after towel drying
- at least every 2 hours
W Sun Protection Measures.
Spending time in the sun increases
your sk of skin cancer and eadv skin
aging. To decrease this risk, requlardy
use a sunscreen with a broad spectrum
SPE of 15 or higher and other sun
protection measures including
- limit time i the sun, especially from
Nam=2pm
= wear lng-sheeve chirts, pants, hats,
and sunglasses
W children under 6 months: Ask a
dactor

PRINCIPAL DISPLAY PANEL - 9 g Cartridge Carton - Ochre

SHI SEIDO

Anti-Aging
Foundation

37

UV Protective
Stick Foundation

BROAD SPECTRUM
SPF 37

WATER RESISTANT
(80 MINUTES)

SUNSCREEN
9g NET WT. .31 OZ.




UV Protective
Stick Foundation

BROAD SPECTRLM
SPF 37

Ochre

JHIJEIDO

Anti-Aging
Foundation

UV Protective
Stick Foundation
BROAD SPECTRUM

SPF 37

WATER RESISTANT
(B0 MINUTES)

SUNSCREEN

Drug Facts
(continued)

Inactive ingredients

NINERAL CAL - POCYMETHYL METHACRYLATE -
VETHILCNE - KADLIN - TRIETHYLHEXANCIN -

POLYETHYLENE - SORBITAN SESCUBSOSTEARATE -

VICAOCAYSTALLINE WK -

PEG/PPE-14/T DIMETHY ETHER -

SAXFRAEA SARMENTOSA EXTRACT -

SOCRIM HYALURCNATE -

SOPHORA ANGUSTIFOLIA ROTT EXTRALT -

COPERNGCH CERIFERA [CARRALBA; WRX -

METHEONE - SICA - WATER - ALLMNA - ALCOHOL -

SOCHIM MAAGNESHM SRLICATE - HYDRATED SLICA -

TRETHLUCYCAPEYLYLSLANE - ALUMNLM HYDROKIDE -

ALUMISLIM CESTEARATE - BUTYLENE GLYCOL -

(LYCERN - TOCKPHERDL - HYDROGEN DMETHICONE -

CETERYLAMONIOM CALORDE - BHT -

SYTYCHIN JAMBDS LEAF EXTRALT - TN ODE -

FRAGRANCE - TTAAIUM DIDYOE - RON (DIDES - MCA -

Other Information
M protect this product in this
container from excessive

heat and direct sun.

Questions or Comments?
Call toll free 1=-800-906=7503
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SHISTIDD
Y FROTECTIVE STICK FOUNDATION
BROAD SPECTRLUM SPF 317

A loundation that protects skin from damage caased by
externs] sggressors sech s LA revs ard drvness, Resistant
19 waber ancl sebom, & provides a jong hnl ny
naturaHooking finish, while safequardeg skin's beauty for
the future.

® Protects skin from LVAUNVE rayvs and hellbs reduce the risk
of wishle phetoaygirsg, with exclusive SeperVeiH N 360™

e hrafoy

& tormuated with Profense CEL™, a compllex of ingredients
that reduces emeyme attivity,® cell damage® and DA
damage® linked to the formation of wonidles and dark spots

» Pronicies & creamy touch arel & dewy b

B NOMNJOOMEDCOGENIC AND DERMATOL OGS T-TESTED

*in vitra test

Drug Facts

Active ingredients  Purpose
OCTINOXATE 29% .............. Sunscreen

Drug Facts
(continued)

Warnings

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

Directions

For sunscreen use:;

Mapply iberally 15 minutes
before sun exposure

W reapply

- after B0 minutes of swimming




[TANILM DIOXIDE 7.2% . Sunscreen

Use

M helps prevent sunburn

Wil used as directed with ather sun
protection measures (sec 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

When using this product keep out of
EVES. Rinse with water to remove.

Stop use and ask a doctor if rash occurs P>

SHISEIDO AMERICAS CORPORATION DIS)
NEW YORE, NY 10022
MADE N LLS A

GLO. 11209
www.shiseido.com

or sweating
-immediately after towel drving
- at |east every 2 hours
Il Sun Protection Measures,
Spending time in the sun increases
your resk of skin cancer and earby skin
aging. To decrease thes risk, requledy
use @ sunscreen with @ broad spectrum
SPF of 15 or higher and other sur
protection measures including
* limit time in the sun, especially from
Mam=2pm
“wear bng-skeeve shirts, pants, hats
and sunglasses
W children under 6 months: Ask a

doctor B

SHISEIDO UV PROTECTIVE FOUNDATION FAIR IVORY

octinoxate and titanium dioxide stick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-137

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
O CTINO XATE (UNI: 4Y5P7MUD51) (OCTINOXATE - UNIE4Y5P7MUD51)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL15FIX9 V2JP)

Inactive Ingredients
Ingredient Name
MINERAL OIL (UNIE: T5L8 T28 FGP)

Basis of Strength Strength
OCTINOXATE 261mg in9 g
TITANIUM DIO XIDE 648 mg in9 g

Strength



DIMETHICONE (UNIL: 92RU3N3Y10)

KAOLIN (UNI: 24H4NWX5CO)

TRIETHYLHEXANO IN (UNII: 7K3W1BIU6K)

HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)
SAXIFRAGA STOLONIFERA LEAF (UNI: O3TMV4903H)
HYALURONATE SODIUM (UNII: YSE9PPT4TH)
SOPHORA FLAVESCENS ROOT (UNII: IYR6 K8 KQ5K)
CARNAUBA WAX (UNI: R12CBMOEIZ)

METHICONE (20 CST) (UNIL: 6777U11MKT)

SILICON DIO XIDE (UNI: ETJ7Z26 XBU4)

WATER (UNIL: 059QF0KOOR)

ALUMINUM O XIDE (UNII: LMI2606933)

ALCOHOL (UNIL: 3K9958V90M)

HYDRATED SILICA (UNIL: Y6O7T4G8P9)

TRIETHO XYCAPRYLYLSILANE (UNIl: LDC331P08E)
ALUMINUM HYDRO XIDE (UNIL: 5QB0T2IUNO)
ALUMINUM DISTEARATE (UNII: 7P1HP1B9 UI)
BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

GLYCERIN (UNIL: PDC6A3C00X)

TOCOPHEROL (UNI: ROZB2556P8)

DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
BUTYLATED HYDRO XYTOLUENE (UNII: 1P9D0Z171K)
SYZYGIUM JAMBO S LEAF (UNIL: 407Z4W5LEF)
STANNIC O XIDE (UNIl: KM7N50LOS6)

FERRIC O XIDE RED (UNII: 1KO9F3G675)

FERRIC OXIDE YELLOW (UNIL: EX438 O2MRT)

FERRO SOFERRIC O XIDE (UNII: XMOM8 7F357)

MICA (UNI: VBA1IAW0880)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-137-20 1in 1 CARTON 02/01/2014

1 9 gin 1 CARTRIDGE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 02/01/2014

SHISEIDO UV PROTECTIVE FOUNDATION FAIR OCHRE

octinoxate and titanium dioxide stick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-138



Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
O CTINO XATE (UNIE: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUDS1) OCTINOXATE 261mg in9 g
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL:15FIX9 V2JP) TITANIUMDIOXIDE 648 mg in9 g
Inactive Ingredients
Ingredient Name Strength

MINERAL OIL (UNI: T5L8 T28 FGP)

DIMETHICO NE (UNIE: 92RU3N3Y10)

KAOLIN (UNI: 24HANWX5CO)

TRIETHYLHEXANO IN (UNIL: 7K3W1BIU6K)

HIGH DENSITY POLYETHYLENE (UNI: UGO0KM4WR?7)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)
SAXIFRAGA STOLONIFERA LEAF (UNI: O3TMV4903H)
HYALURONATE SO DIUM (UNI: YSE9 PPT4TH)
SOPHORA FLAVESCENS ROOT (UNII: IYR6K8KQ5K)
CARNAUBA WAX (UNI: RI2CBMOEIZ)

METHICONE (20 CST) (UNIE: 6777U11MKT)

SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)

WATER (UNIE: 059 QFOKOOR)

ALUMINUM O XIDE (UNT: LMI26 06933)

ALCOHOL (UNIL: 3K9958 V90 M)

HYDRATED SILICA (UNI: Y6O7T4G8P9)

TRIETHO XYCAPRYL YLSILANE (UNI: LDC331P08E)
ALUMINUM HYDRO XIDE (UNI: 5QB0T2IUNO)
ALUMINUM DISTEARATE (UNIL: 7P1HP1B9 UT)
BUTYLENE GLYCOL (UNIE: 3XUS85K0RA)

GLYCERIN (UNII: PDC6A3C00X)

TO COPHEROL (UNII: ROZB2556P8)

DISTEARYLDIMO NIUM CHL O RIDE (UNIE: OM9573ZX3X)
BUTYLATED HYDRO XYTO LUENE (UNIE: 1P9D0Z171K)
SYZYGIUM JAMBOS LEAF (UNII: 40 7Z4W5LFF)
STANNIC O XIDE (UNI: KM7N50LOS6)

FERRIC O XIDE RED (UNIL: 1K09F3G675)

FERRIC O XIDE YELLO W (UNI: EX438 02MRT)

FERRO SOFERRIC O XIDE (UNI: XM0 M8 7F357)

MICA (UNI: VB AIAW0880)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-138-20 1in 1 CARTON 02/01/2014

1 9 g in 1 CARTRIDGE; Type 0: Not a Combination Product



Marketing Information
Marketing Category Application Number or Monograph Citation

Marketing Start Date Marketing End Date

OTC monograph not final part352 02/01/2014

SHISEIDO UV PROTECTIVE FOUNDATION BEIGE

octinoxate and titanium dioxide stick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-139

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
O CTINO XATE (UNI: 4Y5P7MUD51) (OCTINOXATE - UNIE4Y5P7MUD51)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP) (TITANIUM DIO XIDE - UNIL15FIX9 V2JP)

Inactive Ingredients

Ingredient Name
MINERAL OIL (UNI: TSL8 T28 FGP)
DIMETHICO NE (UNI: 92RU3N3Y10)
KAOLIN (UNIL: 24H4ANWX5CO)
TRIETHYLHEXANO IN (UNI: 7K3W1BIU6K)
HIGH DENSITY POLYETHYLENE (UNII: UG0O0KM4WR?7)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
PEG/PPG-14/7 DIMETHYL ETHER (UNIL: 6 DNW9T7YT2)
SAXIFRAGA STOLONIFERA LEAF (UNI: 03TMV4903H)
HYALURONATE SODIUM (UNI: YSE9PPT4TH)
SOPHORA FLAVESCENS ROOT (UNII: [YR6K8 KQ5K)
CARNAUBA WAX (UNI: RI2CBMOEIZ)
METHICONE (20 CST) (UNIL: 6777U11MKT)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)
WATER (UNI: 059 QFOKOOR)
ALUMINUM O XIDE (UNI: LM2606933)
ALCOHOL (UNIL: 3K9958V90M)
HYDRATED SILICA (UNI: Y6O7T4G8P9)
TRIETHO XYCAPRYL YLSILANE (UNI: LDC331P08E)
ALUMINUM HYDRO XIDE (UNI: 5QB0T2IUNO)
ALUMINUM DISTEARATE (UNII: 7P1HP1B9 UI)
BUTYLENE GLYCOL (UNI: 3XUS85K0RA)
GLYCERIN (UNIE: PDC6A3C00X)
TOCOPHEROL (UNIL: ROZB2556P8)
DISTEARYLDIMO NIUM CHLORIDE (UNII: OM9573ZX3X)
BUTYLATED HYDRO XYTO LUENE (UNIL: 1P9D0Z171K)

Basis of Strength Strength
OCTINOXATE 261mg in9 g
TITANIUM DIO XIDE 648 mg in9 g

Strength



SYZYGIUM JAMBOS LEAF (UNIE: 40 7Z4W5LFF)
STANNIC O XIDE (UNI: KM7N50LOS6)

FERRIC O XIDE RED (UNII: 1K09F3G675)
FERRIC O XIDE YELLO W (UNI: EX438 02MRT)
FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)
MICA (UNI: V8 AIAW0880)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-139-20 1in 1 CARTON 02/01/2014

1 9 g in 1 CARTRIDGE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 02/01/2014

SHISEIDO UV PROTECTIVE FOUNDATION OCHRE

octinoxate and titanium dioxide stick

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:58411-140

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTINOXATE (UNIL: 4Y5P7MUD51) (OCTINOXATE - UNI:4Y5P7MUD51) OCTINOXATE 261mg in9 g
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP) (TITANIUM DIOXIDE - UNIL:15FIX9 V2JP) TITANIUM DIO XIDE 648 mg in9 g
Inactive Ingredients
Ingredient Name Strength

FERRO SO FERRIC O XIDE (UNIL: XM0 M8 7F357)
MICA (UNI: V8 AIAW0880)

MINERAL OIL (UNI: T5L8 T28 FGP)

DIMETHICO NE (UNIE: 92RU3N3Y10)

KAOLIN (UNIL: 24HANWX5CO)

TRIETHYLHEXANO IN (UNI: 7K3WIBIU6K)

HIGH DENSITY POLYETHYLENE (UNI: UG00KM4WR?7)
MICRO CRYSTALLINE WAX (UNI: XOF597Q3KY)
PEG/PPG-14/7 DIMETHYL ETHER (UNI: 6 DNW9T7YT2)
SAXIFRAGA STOLONIFERA LEAF (UNI: 03TMV4903H)
HYALURONATE SO DIUM (UNI: YSE9 PPT4TH)
SOPHORA FLAVESCENS ROOT (UNIE: IYR6 K8 KQ5K)



CARNAUBA WAX (UNIE: RI2CBMOEIZ)

METHICONE (20 CST) (UNIL: 6777U11MKT)

SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)

WATER (UNIE: 059 QFOKOOR)

ALUMINUM O XIDE (UNI: LM2606933)

ALCOHOL (UNII: 3K9958 V90 M)

HYDRATED SILICA (UNI: Y607T4G8P9)

TRIETHO XYCAPRYL YLSILANE (UNI: LDC331P08E)
ALUMINUM HYDRO XIDE (UNII: 5QB0 T2IUNO)
ALUMINUM DISTEARATE (UNII: 7P1HP1B9 UI)
BUTYLENE GLYCOL (UNI: 3XUS85KO0RA)

GLYCERIN (UNI: PDC6A3C00X)

TO COPHEROL (UNIE: ROZB2556P8)

DISTEARYLDIMO NIUM CHL O RIDE (UNI: OM9573ZX3X)
BUTYLATED HYDRO XYTOLUENE (UNIE: 1P9D0Z171K)
SYZYGIUM JAMBOS LEAF (UNIL: 407Z4W5LFF)
STANNIC O XIDE (UNI: KM7N50LOS6)

FERRIC O XIDE RED (UNII: 1K09F3G675)

FERRIC O XIDE YELLOW (UNIL: EX438 02MRT)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58411-140-20 1in 1 CARTON 02/01/2014

1 9 g in 1 CARTRIDGE; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part352 02/01/2014

Labeler - sHISEIDO AMERICAS CORPORATION (193691821)

Marketing End Date

Establishment

Name Address ID/FEI Business Operations
SHISEIDO AMERICA 782677132 manufacture(58411-137, 58411-138, 58411-139, 58411-140) , analysis(58411-137, 58411-138,
INC. 58411-139, 58411-140)

Revised: 12/2018 SHISEIDO AMERICAS CORPORATION
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