ELTAMD UV LUMINOUS- titanium dioxide, zinc oxide sunscreen lotion
CP Skin Health Group, Inc

ERaMD UV Luminous

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 physician if rash
occurs. If product is swallowed get medical help or contact a Poison Control Center right
away.

Uses

Helps prevent sunburn. 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.

Uses

Helps prevent sunburn. 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.

Directions

Apply liberally 15 minutes before sun exposure. Use a water-resistant sunscreen if
swimming or sweating. Reapply at least every 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 of 15 or higher
and other sun protection measures including: limit time in the sun, especially from 10 am
to 2 pm. Wear long-sleeve shirts, pants, hats, and sunglasses. Children under 6
months: ask a physician.

Keep out of reach of children

Keep out of reach of children

Active Ingredients

Titanium Dioxide 7.2% Sunscreen
Zinc Oxide 9.0% Sunscreen

Other information:

Protect this product from excessive heat and direct sun.



Inactive Ingredients

water, isopropyl palmitate, ethylhexyl stearate, octyldodecyl neopentanoate,
perfluorononly dimethicone, alumina, polyacrylate-13, phenoxyethanol, hydrogen
dimethicone, polyisobutene, triethoxycaprylylsilane, oleth-3 phosphate, citric acid,
polysorbate 20, sorbitan isostearate, sodium hydroxide, thioctic acid, quercetin,

tocopherol, iron oxides

Questions?
Call toll free 1-800-633-8872

Labeling

American Carton Company
607 Sauth Wistaria St.
@ N e 12 277 1056

: 817,473 ACC DIE

Fax B17.473.0533

201 || 7542 UPC

Please check all componenis of print .2, color, positioning, tc.), fl out propes imoamation beiow,
ond rgium 1 American Carton Company. This fom and any o of proot (.0 myler, blusiing,
ralnbow, color ey, etz must be returned to ACC: beors job wil rocsed any futher.

DELAYING RETURN OF PROOFS NAY DELAY DELIVERY OF YOUR JOB.
¥ DKAS IS

Customer: Swiss American

Description: UY Luminous-D191079A1-1.70z-carton RM7827-v2-OL S

No resy Ilnylol ermor Is assumed by ACC when work Is printed per
cusiomer’s approval.

O SHOW REVISED PROOF
It revised proofs are required, request must be made when this proof is

CAD #: A7591 [01] e,

ACC Item #: SA0539 feviston Number '

Date: 10-23-2020 0 (73&”5@ W% 10/26/2020
Proof Culput Dee Signature Date

TINTED

elta
mp

SKINCARE
UV LUMINOUS
BROAD-SPECTRUM
SPF 41 SUNSCREEN
- TINTED TINTED
Drug Facts Drug Facts {continued)
Active ingrediemls  Purpose Othrer Information
Titenium Dicxide 7.2% } Sunscreen m protect this product from
Zinc Oxide 8.0% excessive heat end direct sun
Water, I;upm.md Pall IMBBEIIM
prevent : mitsta, Etiyi-
: ﬂﬁﬁu ") amﬂ’ vl'nlzh otha sun mﬁﬂ""r W'“mﬂ
rotection measures (see Diroclions), ntanoate, Perfluo
Geersases the ok ﬁ(skn cancer and ?'mm ”"’"'27-%&“ -
iy g B the Dlmeihueonc Polyistbulene, ta SKINCARE
L mﬂpryiyuﬁa Dlsih-3
For axtornal uss onfy 21, Sorbitan Isostearate, Sotium m U
Do nt use on demagad or brokan skin Hydroxdds, Thioctic Ackl, Quercstin,
When il ot out of Tocophao!, lron Oxidas
e - SKINCARE
mm':: sk physician Cal ol frae 1-800-633-8572
N | ===
= p ] gat me por
i | L UV LUMINOUS
— — EltaMD® UV Lu Broad-
Dircctions Spacim % 41 somcen. |  BROAD-SPECTRUM
= m apply lIberally 15 minutes hefora is ideal for those mkmg
— sun exposure recisy UV protection with SPF 41
(N—] H reapply: nllr;ysml achive ingradients.
— m after 40 minuteg of swimming Gentle and i hily Hinted, it
=] . ﬂfn mﬁ.:ﬂm U provides lx:a ?pmta:llun
= i of a2 i ‘[’g,",:,“‘é,”‘f,.,,“’,‘,’;““’,,‘;," i} LIGHT ROSY TINT
M chlren under 6 monthe: _ qu-jdy ALL PHYSICAL ACTIVE
Aska physiclan and con be used olone or worn
o Sun Protection Measures. Spanding under makeup, INGREDIENTS
gf":‘:n od mnﬂr::s;s ﬂmr ﬁ|* EllaMD UV Luminous is
N CANCer aKin .
To decroass s, roguiar s frogranceres, dyoes, WATER RESISTANT
2 aunerraan with a hread-snechm oilfres and paraban-res. FAN AINIITERY




SPF of 15 o higher and other sun Dermatologist fested. T —"r
pratection maasures Including:
W limit time in the sun, especially

from 10a.m.-2 p.m.
W waar long-slaeve shirts, pants, FACIAL SUNSCREEN
e o] |
e # (2258 RMIBZZ Rev /20

Formulated for all skin types

Distributed by EllaMD, Inc.
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Made in U.5.A.
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ELTAMD UV LUMINOUS

titanium dioxide, zinc oxide sunscreen lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:72043-2256

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP)  TITANIUM DIOXIDE 72 g in 1000 g
ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC CATION - UNII:13S1S8SF37) ZINC CATION 90 g in 1000 g

Inactive Ingredients
Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
SODIUM HYDROXIDE (UNII: 55X04QC32l)
CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP)
PHENOXYETHANOL (UNII: HIE492ZZ 3T)
ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)



ISOPROPYL PALMITATE (UNIl: 8CRQ2TH63M)

OCTYL STEARATE (UNII: 772Y4UFC8B)
OCTYLDODECYL NEOPENTANOATE (UNII: X8725R883T)
OLETH-3 PHOSPHATE (UNIl: 8Q0Z18J1VL)

FERRIC OXIDE YELLOW (UNIIl: EX43802MRT)

FERRIC OXIDE RED (UNII: 1KO9F3G675)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331PO08E)
ALUMINUM OXIDE (UNII: LMI2606933)

HYDROGEN DIMETHICONE (13 CST) (UNIl: 4QGR4P2YOl)
POLYSORBATE 20 (UNIl: 7T1F30V5YH)
POLYISOBUTYLENE (1000 MW) (UNIl: 5XB3A63Y52)
ALPHA LIPOIC ACID (UNII: 73Y7P0OK73Y)

QUERCETIN (UNII: 9IKMOI5T1E)

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

SORBITAN ISOSTEARATE (UNIl: 01S2G2C1E4)
TOCOPHEROL (UNIl: ROZB2556P8)

Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# IRtem Code
NDC:72043-

2256-1

NDC:72043-
2256-7

NDC:72043-
2256-3

brown Score
Size
Imprint Code

Package Description Marketing Start Marketing End

Date Date
10 g in 1 TUBE; Type 0: Not a Combination 12/09/2020 11/14/2023
Product
48 g in 1 TUBE; Type 0: Not a Combination 12/09/2020
Product
30 g in 1 TUBE; Type 0: Not a Combination 12/09/2020 11/14/2023
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO020 12/09/2020

Labeler - cp skin Health Group, Inc (611921669)

Registrant - swiss-American CDMO, LLC (080170933)

Establishment
Name Address ID/FEI Business Operations



Swiss-American CDMO, LLC 080170933 manufacture(72043-2256)

Revised: 11/2023 CP Skin Health Group, Inc
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