OBAGI NU-DERM SYSTEM NORMAL-DRY SKIN TRANSFORMATION-
hydroquinone, titanium dioxide, and zinc oxide
Obagi Cosmeceuticals LLC

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

Obagi Nu-Derm® System Normal-Dry Skin Transformation Kit

Drug Facts

Active ingredients Purpose
Titanium Dioxide 6.2% Sunscreen
Zinc Oxide 15.6% Sunscreen
Uses

= helps prevent sunburn
= |f 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

= 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:

= |imit time in the sun, especially from 10 a.m.-2 p.m.

= wear long-sleeved shirts, pants, hats, and sunglasses

children under 6 months: Ask a doctor

Other information



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

Inactive ingredients

aqua/water/eau, caprylic/capric triglyceride, dicaprylyl carbonate, pentylene glycol,
steareth-2, glycerin, silica, polyhydroxystearic acid, steareth-21, cetearyl alcohol,
propanediol, alumina, stearic acid, sodium stearoyl glutamate, caprylyl glycol,
triethoxycaprylylsilane, cetearyl glucoslde, xanthan gum, dipotassium
glycyrrhizate,trisodium ethylenediamine disuccinate, caprylhydroxamic acid, tropaeolum
majus flower/leaf/stem extract.

Questions or comments?
1.800.636.7546 Monday-Friday 9 a.m.-4 p.m. PST

Distributed by Obagi Cosmeceuticals LLC,
Long Beach, CA 90806.

PRINCIPAL DISPLAY PANEL - Kit Carton

OBAGI®
MEDICAL

OBAGI NU-DERM® SYSTEM

Addresses signs of skin aging, gently exfoliates to promote cell turnover and
suppresses melanocyte activity to reduce hyperpigmentaion.

NORMAL DRY

Skin Transformation Kit



OBAGI

MEDICAL

OBAGI NU-DERM® SYSTEM

Addresses signs of skinaging, gently exfoliates to promote cell turnover and
suppresses melanocyte activity to reduce hyperpigmentaion.
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Skin Transformation Kit

5un Shield Mineral Broad 5pectrum SPF 50 Sunscreen Lotion | Netwt. 30z.(85g)

Drug Facts Drug Facts (continued)

Active ingredients Purpose Other information

Titanium Dicodde 6.2%.. = store at controlled room temperature; 15°C-25°C
(BOFTTR)

= protect this product from excessive heat and

When using this product keep out of eyes. Rinse with
water o remeove,

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

Uses direct sun

= helps prevent sunburm

w Ifused as directed with other sun protection g Inactive ingredients
measures (see Directions), decreases the risk vawaterfea c/capric trighyceride,
skin cancer and early skin aging caused by the sun - i cwl .;}':;ﬂ steareth-2,

. n,anlmu1 acid, stearsth-21,
Warnings ge»:w Wh , alumina, stearic acid,
For external use only soduumshu‘l ghycol, -
Do ot use on damaged or broken skin i v mﬁw,ﬁ =
Stop use and ask a dootor if rash occurs pork amine disuccinate, caprylhydroxamic acid,

tropagolum majus flower/leaf/stem extract.

Questions or comments?
1.800,635.7646 Monday—Friday 9 am.—4 p.m, PST

Directions

= apply liberally 15 minutes before sun exposure

= use awater resistant sunscreen if swimming or sweafing

w reapply at least every 2 hours

= Sun Protestion 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:
® [imit time in the sun, especially from 10 am~2 p.m,
w wear long-sleeved shirts, pants, hats, and

sunglasses
m children under & months: Ask a doctor ’

Gentle Cleanser | AM+PM
Amild daily facial cleanser that gently removes impurities, oil, and buildup for cleaner, fresher- looking skin. Helps.



Toner | AM+PM

unevenskintone.

sensitive skin.

tosoothe delicate and dryskin.

Atoner formulated withWitchHazel and Aloe Vera, effectivelyremovesimpurities and hydrates skin, toreveal a
fresher-looking complexion. Primes skinfor the next step in your skincareroutine.

Exfoderm’ (Skin Smoothing Lotion) | AM
Alightweight lotion that exfoliates the top layer of skin, removingdull, old skinwhile revealing new skin fora
brighter complexion. Specifically developed for normal to dry skin, this gentle, skin-enhancing formula contains
aplant acid (phyticacid) tohelp transform the appearance of damaged skin and reveal your skin'sradiance.

Clear (Skin Bleaching and Corrector Cream) | AM+PM
Hydroguinone USP, 4% Rx Only, NDC 62032-101-36

Dark spotsmay appear onthesurface of your skin, but they actually start deep withinthe skin's layers. This
effective formulaabsorbs into the layers of yeur skin todeliver prescription-strengthhydroquinone, helping
tocorrect dark spots for ahealthier-looking, more even complexion.

Blender” (Skin Lightener and Blending Cream) | PIM
Hydroguinone USPE 4% Rx Only, NDC 62032-100-36
Aunique formula containingprescription-strengthhydroguinone for the graduallighteningof sunspotsorage
spots and other types of hyperpigmentation(discoloration). Specially formulated to optimize the delivery of
productingredients inthe ObagiNu-Derm®Systemn, this skin lightener helps reduce signs of aging by correcting

Obagi Hydrate® (Facial Moisturizer) | AM+PM
Alightweight facial moisturizer formulated with Tara Seed Extract, clinically proven toimprove skin's moisture,
andnaturally derivedingredients, such as Shea Butter and Mango Seed Butter, to fur ther combat dryness. For

long-lastinghydrationand smoother-looking skin. Suitable for all skintypes.

Sun Shield” Mineral Broad Spectrum SPF 50 Sunscreen Lotion | AM
Anelegant daily sunscreenthat protects fromUVAand UVBrays witha 100% mineral blend of zinc oxide and

titanium dioxide, and provides alightweight satinfinish. This high protection physical sunscreenis also formulated
withNasturtium flower extracttohelp defend against blue and visible light.Formulated for all skin types, including

Gentle Cleanser | 6.7 floz.[200mL)
Directions: Apply to damp face andnec k. Rinse completely.
Ingredients:. aqm,‘mtu!aaucmmldopmpvlbetane glycerin, sodium

Obagi Hydrate® (Facial Moisturizer) | Netwt. 170z [48g)
Directions: Applyto face in the morning andevening orasneeded.
kwtdhnti:aquw%ttr{euﬂywm caprylic/capric triglyceride,

lauroyloatamnoacids, aloebarb: ethsulfate,
sodiumchloride. glycereth ?hxcphernl.panlhend Prunus ammeniaca
(apricat)kerneloil boragoofficinalis extract, salviaofficinalis(sage) leaf
extract, saponing, oleyl lactate, acrylates/e10-30 alkyl acrylate
crosspolymer, ethaxydighycol, triethanolamine, phenox yethanal,
Enmahemslwerm lragralu:e[parﬁ.lr#.sodm benzoate, tetrasodium
methylisothiazolinone, )@lltnS((ll?MUl_

4
(12 M)

Toner | 6.7 fl.oz.(200mL)
Diractions: After cleansing, applytuneron(o face and neckwith a cot tonball.

ter)

bty rosp: parkiifshea)but ter, mhmtasumgymﬁsmaam

Blender” (SkinLightener and Blending Cream) | Netwt.20z.(57g)
Hydraquinane ISP, 436 Rxenly NDC 62032-100-26

cetylalcohol dimethicone, saccharide isomerate, polysilicone-11, ghyci
(soybean) sterols, persea gratissima [avocado)oil stearicacid,
tetrahydrodiferuloyimethane, mangifera indica[mango) seed butter,
hydrolyzed caesalpinia spinosa gum, ¢ aesalpiniaspinos agum, hydrolyzed
soybeanfiber, panthenol, tocopherol, allantoin, bisabolol, sodium steareyl
glutamate, laureth-12, phenaxyethanal ethylhexylghycerin hexylene ghyeol,
caprylylglycol, carbomer, sodium hydroxide.

Clear (Skin Bleaching and Corrector Cream) | Metwt.2oz.(57g)
HydroquinoneUSF 4% RxonlyNDC62032-101-36
Indications and usage: The gradualbleaching of hyperpigmented skin

ol /! u, hamamele finianafwitchhazel) aloe
barhadensxsleafjme. Inoomerul boragoofficinalisextract, salviaofficinalis
(sage) leafextract, calendula officinalis flower extract, allantein, panthencl,
glyeerin, saponins, sodiumPCA, phencxyethanal, patassium alim,
polysorbate 80, e thylhexylghycerin, fragrance parfum) citric acid,
benzoic acid, sodium benzoate, potassium sorbate, blue 1 (C142090),
alpha-isomethyl-ionone, amyl cinnamal benzyl salicy late, hydroxycitronellal,
limanene, linalool, linatyl acetate.

12m)

Exfoderm’ (SkinSmoothing Lotion) | Netwt.2oz.(57g)
Directions: Apply topicallyina thinlayer to the skin oncea day, in th ning.

conditions suchaschloasma, melasma, freckles, senile kentigines, and other
unwanted areas of melanin hyperpigmentation.

Dosageand administration: Useislly. intheinorningandevening. Squeezea

smallamount (approximately 152 pea-sizean ontoyourhand Apply
evertfhﬁ'eenureface.exlzeﬁdngtn ¢ avertheears, and
witha i ition, or a3 directed byyour pliysician If noimprovement

mseenatwthmﬁ}mnms of treatment, use of this product shouldbe
discontinued. Smexposueshﬁ;ddbe limited by using a sunscreen agentor
proftective clothing tocover bleachied skinwhenusingand afterusing this
productinorder toprevent darkening from reccourring.

Warnings: Avoid contact with eyes, nose, mouth, and lips. In case of
accidental mhct,palmtsl’uldmﬂ thoroughly with water and contact a

Ingredients: aqua/water/zau, ethaxydiglycol glycerin, phytic acid, cetearyl
alcohol ghycerylstearate, PEG-100 stearate, canola ofl isohexadecane,

hysici 158 15 an essentisl aspect of hydroquinone therapy
hmtwmmmlmni@tmum sustains melanocyticactivity.

Contains sodium metabisulfite, aulﬂulimmayumilu‘sjﬁm

magnesium aluminumsilicate, potassium cety | phosphate, sodium hydrosid
bis-diglycer yl polyacyladipate-2, cetylalcohol dimethicone, xanthangum,
phenaxyethanol, glycereth-7, polysorbate 60, steareth-20,
ethylhexylglycerin, tocopheryl acetate, PEG-150 distearate, saponing.,

(2]

PRECAUTIONS For external use enly. Avald getting intoeyes.
If product gets into eyes, rinse withwater to remove. Keep outof
ren.

STORAGE Storeatroom temperature:-15%25°C(59°77°F).
Keepoutof direct sunlight.
QUESTIONS OR COMMENTS? 1.800.636.7546

P e e e e e e S S e G e G S e S e S S S S e e e e

includis ingor less
masmum msodtsnncm susmpltlepnoph The overall
prevalence of sulfite sensitivity inthe general populationis unknown and
probably low, Sulfite sensitivity i seen more frequently in asthmatie than in
nonasthmatic people.
Eachgramof ObagiMu-Derm® Clear contains:
Activeingredient:Hydroquinone USP 4% (40 mg/fg)
Inactivei ts:aqua//water/eau, cetylaloohol ghycerin, sodium lauryl
sulfate,stearylalcohol lactic acid, tocophery| ace tate, ascorbic acid, sodium
metabisulfite, dsodumEDTA, methylparaben, BHT, propylparaben,
saponins, butylparaben.
‘SeeenclosedPackage Insert for prescribinginfonmation.
R ONLY. FOR EXTERNAL USE ONLY.

Indications and usage: The gradual bleaching of hy ed skin

cu'n:lmonss.u:haschloasma,m asma, frecl(le-s,serllelentqglnes andother
ur d areas of mel. Yperpigr

Dosage and admini Use daily, in thy ing. Sy mallamount

(approximately 1 ;’pwslzedrops}mtnymrhand.kppty evenlytotheentire
face.or asdirectedby your I e irmpr isseenafter
thmeﬁ}rrmﬂ'rscftmatment.meof ﬂlrspmduct should be dis continued. Sun
exposureshouldbe limited by using a sunscreen agent or protectiveclothing
tocoverbleached skinwhen usingandafterusing this preduct inorder to
preventdarkening from reocourring.

Warnings: Aveid contact with eyes, nose, mouth, and lips. In case of
accidental contact, patient ultouldrlwcﬂwrwdir wlﬂimardcomn a

physician. Sunscreen e is f by therapy
aL al i ﬂ.rh:anmq
Contai di b lﬁnuul‘l.. y cause allergic-type

reactions including anaphylactic symptoms and life-threatening or less
severe asthmatic episodes in certain susceptible people. T he overall
prevalence of sulfite sensitivity in the general population s unknown and
probably low. Sulfite sensitivity is seenmore frequently in asthmatic thanin
nonasthmatic people.

Eachgramof Obagi Nu-Derm” Blender contains:

Active ingredient: Hydroquinone USP, 49 (40mg,/g)
Inactiveingredients: aqua /water/eau, ghycerin, cetyl aloohol PPG-2myristyl
ether propionate, sodiumlauryl sulfate, TEA-salicylate, lactic acid, pheryl
trimethicone, tocopheryl aceta te, sodium metabisulfite, ascorbic acid,
methylparaben, disedium EDTA, progylparaben, saponins, BHT,
Seeenclosed Package Insert for prescribing information.

Rx ONLY. FOR EXTERMAL USE ONLY.

DistributedbyObagl Cosmeceuticals LLC,
LongBeach, CA 90806 www.obagl.com
©20250bagi CosmeceuticalsLLC.

Made InUSAwithUSand imported components.

8538102222
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OBAGI NU-DERM SYSTEM NORMAL-DRY SKIN TRANSFORMATION

hydroquinone, titanium dioxide, and zinc oxide kit




Product Information

Product Type HUMAN PRESCRIPTION DRUG

Packaging

# Item Code Package Description

Marketing Start Date

Item Code (Source) NDC:62032-918

Marketing End Date

1 NDC:62032-918-01 1in 1 BAG 06/25/2025
Quantity of Parts

Part # Package Quantity Total Product Quantity
Part1 1 BOTTLE, PLASTIC 198 mL
Part 2 1 BOTTLE, PLASTIC 198 mL
Part 3 1 BOTTLE, PLASTIC 57 g
Part4 1 BOTTLE, PLASTIC 57 g
Part5 1 BOTTLE, PLASTIC 48 g
Part 6 1 BOTTLE, PLASTIC 57 g
Part7 1 TUBE 85 g
Part 1 of 7

NU-DERM GENTLE CLEANSER

cleansing (cold creams, cleansing lotions, liquids, and pads) [skin care preparations (creams,

lotions, powder, and sprays)] liquid

Product Information

Route of Administration TOPICAL

Other Ingredients

Ingredient Name

Quantity

CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNII:

Ingredient
Kind

INGR WATER (UNIl: 059QF0KOOR)
INGR GLYCERIN (UNII: PDC6A3C00X)
INGR PHENOXYETHANOL (UNII: HIE492ZZ 3T)
INGR METHYLPARABEN (UNII: A2I8C7HI9T)
INGR PROPYLPARABEN (UNII: Z8IX2SC10H)
INGR BUTYLPARABEN (UNII: 3QPILU3FV8)
INGR ETHYLPARABEN (UNII: 14255EXE39)
INGR ISOBUTYLPARABEN (UNIl: 0QQJ25X58G)
INGR 59TL3WG5CO)
INGR SODIUM LAUROYL OAT AMINO ACIDS (UNIl: FSW2K9BINS5)
INGR COCAMIDOPROPYL BETAINE (UNIl: 50CF3011KX)
INGR SODIUM LAURETH-3 SULFATE (UNIl: BPV390UAPO)

INGR

ALOE VERA LEAF (UNIl: ZY81Z83HO0X)



INGR GLYCERETH-7 (UNII: 3D2Y91QZ2H)

INGR PANTHENOL (UNIl: WWO9CM0067Z)
INGR DIETHYLENE GLYCOL MONOETHYL ETHER (UNII: A1A1I8X02B)
INGR TROLAMINE (UNII: 903K93S3TK)
INGR SAGE (UNII: 065C5D077))
INGR FD&C YELLOW NO. 5 (UNII: I753WB2F1M)
INGR APRICOT KERNEL OIL (UNII: 54JB35T06A)
INGR OLEYL LACTATE (UNIl: B3AVWWON3GM)
Packaging
# Clt:(rl'; Package Description MarkeDtlar::g RS Markg‘;?g =
1 198 rn_L in_ 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
COSMETIC 01/01/1988

Part 2 of 7
NU-DERM TONER

cleansing (cold creams, cleansing lotions, liquids, and pads) [skin care preparations (creams,
lotions, powder, and sprays)] liquid

Product Information

Route of Administration TOPICAL

Other Ingredients

Ingredient Kind Ingredient Name Quantity
INGR WATER (UNIl: 059QFOKOOR)
INGR GLYCERIN (UNIl: PDC6A3COO0X)
INGR HAMAMELIS VIRGINIANA TOP WATER (UNIIl: NTOOY05A2V)
INGR SODIUM PYRROLIDONE CARBOXYLATE (UNIl: 4690TG57A2)
INGR DMDM HYDANTOIN (UNIl: BYRO546TOW)
INGR IODOPROPYNYL BUTYLCARBAMATE (UNIl: 603P14DHEB)
INGR POTASSIUM ALUM (UNII: 1L24V9R23S)
INGR PANTHENOL (UNIl: WW9CMO0067Z)
INGR SAGE (UNII: 065C5D077))
INGR CALENDULA OFFICINALIS FLOWER (UNIl: POM704Y7YD)

INGR POLYSORBATE 80 (UNIl: 60ZP39Z G8H)



INGR ALLANTOIN (UNII: 3445277G0Z)

INGR ALOE VERA LEAF (UNIl: ZY81Z83HO0X)
INGR FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
Packaging
Item S Marketing Start
# Code Package Description Date
1 198 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
COSMETIC 01/01/1988
Part 3 of 7

NU-DERM CLEAR SKIN BLEACHING AND CORRECTOR

hydroquinone cream

Product Information
Item Code (Source) NDC:62032-101
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
HYDROQUINONE (UNIl: XV74C1N1AE) (HYDROQUINONE - UNII:XV74C1N1AE)

Inactive Ingredients

Ingredient Name
EDETATE DISODIUM (UNII: 7FLD91C86K)
BUTYLPARABEN (UNIl: 3QPILU3FV8)
STEARYL ALCOHOL (UNII: 2KR89I14H1Y)
SODIUM LAURYL SULFATE (UNII: 368GB5141))
CETYL ALCOHOL (UNII: 936)ST6JCN)
GLYCERIN (UNIl: PDC6A3C0O0X)
LACTIC ACID, UNSPECIFIED FORM (UNII: 33X04XA5AT)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
ASCORBIC ACID (UNIl: PQ6CK8PDOR)
SODIUM METABISULFITE (UNII: 4VON5FNS3C)
WATER (UNIl: 059QF0KOOR)

Marketing End
Date

Marketing End
Date

Basis of Strength Strength

HYDROQUINONE

40mg inlg

Strength



METHYLPARABEN (UNII: A2I8C7HIOT)
PROPYLPARABEN (UNII: Z8IX2SC10H)
BUTYLATED HYDROXYTOLUENE (UNIl: 1P9D0Z171K)

Product Characteristics

Color WHITE Score

Shape Size

Flavor Imprint Code
Contains

Packaging

Marketing Start Marketing End

# Item Code Package Description Date Date

NDC:62032- 57 g in 1 BOTTLE, PLASTIC; Type 0: Not a

1 101-36 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

UNAPPROVED DRUG

OTHER 01/01/1988

Part 4 of 7
NU-DERM EXFODERM SKIN SMOOTHING

face and neck (excluding shaving preparations), leave-on [skin care preparations (creams, lotions,
powder, and sprays)] lotion

Product Information

Route of Administration TOPICAL

Other Ingredients

Ingredient Kind Ingredient Name Quantity
INGR WATER (UNII: 059QFOKOO0R)
INGR GLYCERIN (UNII: PDC6A3C00X)
INGR METHYLPARABEN (UNII: A2I8C7HIOT)
INGR PROPYLPARABEN (UNII: Z8IX2SC10H)
INGR POLYSORBATE 60 (UNII: CAL22UVI4M)
INGR CETOSTEARYL ALCOHOL (UNIl: 2DMT128M15S)
INGR STEARETH-20 (UNII: LOQS8IK9E0S)
INGR CANOLA OIL (UNII: 331KBJ17RK)

INGR ISOHEXADECANE (UNII: 918X10UF1E)



INGR MAGNESIUM ALUMINUM SILICATE (UNIl: 6M3P64VONC)

INGR CETYL ALCOHOL (UNII: 936JST6JCN)
INGR FYTIC ACID (UNIl: 7IGFOS7R8I)
INGR GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
INGR PEG-100 MONOSTEARATE (UNII: YDO1N1999R)
INGR DIMETHICONE, UNSPECIFIED (UNIl: 92RU3N3Y10)
INGR PEG-150 STEARATE (UNIl: 7BSG7DF10Q)
INGR PHENOXYETHANOL (UNII: HIE492ZZ 3T)
INGR BUTYLPARABEN (UNII: 3QPILU3FV8)
INGR ETHYLPARABEN (UNIl: 14255EXE39)
INGR ISOBUTYLPARABEN (UNII: 0QQJ25X58G)
INGR POTASSIUM CETYL PHOSPHATE (UNII: 03KCY6P7UT)
INGR XANTHAN GUM (UNII: TTV12P4NEE)
INGR .ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
INGR GLYCERETH-7 (UNIl: 3D2Y91QZ2H)
INGR DIETHYLENE GLYCOL MONOETHYL ETHER (UNII: A1A1I8X02B)
INGR BIS-DIGLYCERYL POLYACYLADIPATE-2 (UNIIl: 6L246LAM9T)
INGR SODIUM HYDROXIDE (UNIl: 55X04QC32I)
Packaging
# clt:cﬂ Package Description MarkeDtgltge S
1 57 g in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
COSMETIC 01/01/1988

Part 5 of 7
NU-DERM HYDRATE FACIAL MOISTURIZER

moisturizing [skin care preparations (creams, lotions, powder, and sprays)]

Product Information

Route of Administration TOPICAL

Other Ingredients

Ingredient
Kind
INGR WATER (UNII: 059QFO0KOO0R)
INGR GLYCERIN (UNIl: PDC6A3CO0X)

Ingredient Name

Marketing End
Date

Marketing End
Date

Quantity



INGR MEDIUM-CHAIN TRIGLYCERIDES (UNIl: CO9H2L21V7U)

Marketing End
Date

Marketing End
Date

INGR SODIUM HYDROXIDE (UNII: 55X04QC32l)
INGR TARA SPINOSA RESIN (UNIIl: WL3883U2PO)
INGR SHEA BUTTER (UNIl: K49155WL9Y)
INGR DIMETHICONE/VINYL DIMETHICONE CROSSPOLYMER (SOFT PARTICLE) (UNII:
9E4COO0W6GC5)
INGR CYCLOMETHICONE 5 (UNIl: OTHT5PCIOR)
INGR CETYL ALCOHOL (UNII: 936)ST6JCN)
INGR SACCHARIDE ISOMERATE (UNIl: WBK377W98I)
INGR DIMETHICONE, UNSPECIFIED (UNIIl: 92RU3N3Y10)
INGR TOCOPHEROL (UNIIl: ROZB2556P8)
INGR LAURETH-12 (UNIl: OAH19558U1)
INGR PHENOXYETHANOL (UNII: HIE492ZZ 3T)
INGR ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)
INGR STEARIC ACID (UNII: 4ELV7Z65AP)
INGR AVOCADO OIL (UNIl: 6VNO72PFC1)
INGR SOY STEROL (UNII: PL360EPQY9)J)
INGR CAPRYLYL GLYCOL (UNII: 00YIU5438U)
INGR LEVOMENOL (UNII: 24WE03BX2T)
INGR HEXYLENE GLYCOL (UNIl: KEHOA3F75]))
INGR TETRAHYDRODIFERULOYLMETHANE (UNIl: 00U0645U03)
INGR PANTHENOL (UNII: WW9CM00672Z)
INGR MANGIFERA INDICA SEED BUTTER (UNIl: 40XD9M35X2)
INGR SODIUM STEAROYL GLUTAMATE (UNIl: 65A9F4P024)
INGR CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: OASMM307FC)
INGR ALLANTOIN (UNII: 3445277G0Z)
INGR GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
Packaging
# cl:t:(;“e Package Description Markeglantge S
1 48 g in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start

Category Citation Date
COSMETIC 11/07/2012

Part 6 of 7
NU-DERM BLENDER SKIN LIGHTENER AND BLENDING

hydroquinone cream

Product Information



Item Code (Source) NDC:62032-100

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
HYDROQUINONE (UNII: XV74C1N1AE) (HYDROQUINONE - UNII:XV74C1N1AE)

Inactive Ingredients

Ingredient Name
EDETATE DISODIUM (UNII: 7FLD91C86K)
PPG-2 MYRISTYL ETHER PROPIONATE (UNII: 88R97D8US8A)
TROLAMINE SALICYLATE (UNII: H804040BHD)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
CETYL ALCOHOL (UNII: 936JST6JCN)
GLYCERIN (UNIl: PDC6A3C00X)
LACTIC ACID, UNSPECIFIED FORM (UNII: 33X04XA5AT)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
ASCORBIC ACID (UNIl: PQ6CK8PDOR)
SODIUM METABISULFITE (UNIIl: 4VON5FNS3C)
WATER (UNIl: 059QFOKOOR)
METHYLPARABEN (UNII: A2I8C7HI9T)
PROPYLPARABEN (UNII: Z8IX2SC10H)
BUTYLATED HYDROXYTOLUENE (UNII: 1P9D0Z 171K)
PHENYL TRIMETHICONE (UNII: DROK5NOJ4R)

Product Characteristics

Basis of Strength Strength

HYDROQUINONE

Color WHITE Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 NDC:62032- 57 g in 1 BOTTLE, PLASTIC; Type 0: Not a
100-36 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
UNAPPROVED DRUG 01/01/1988

OTHER

40 mg inlg

Strength

Marketing End
Date

Marketing End
Date



Part 7 of 7
SUN SHIELD MINERAL BROAD SPECTRUM SPF 50 SUNSCREEN

titanium dioxide and zinc oxide lotion

Product Information
Item Code (Source) NDC:62032-811
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP)  TITANIUM DIOXIDE 6.2 g in100g
ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 15.6 g in 100 g

Inactive Ingredients

Ingredient Name Strength
ALUMINUM OXIDE (UNII: LMI2606933)
CAPRYLHYDROXAMIC ACID (UNII: UPY805K99W)
MEDIUM-CHAIN TRIGLYCERIDES (UNII: C9H2L21V7U)
CAPRYLYL GLYCOL (UNII: 00YIU5438U)
CETOSTEARYL ALCOHOL (UNIl: 2DMT128M1S)
CETEARYL GLUCOSIDE (UNIl: 09FUA47KNA)
DICAPRYLYL CARBONATE (UNII: 609A3V1SUA)
GLYCYRRHIZINATE DIPOTASSIUM (UNII: CA2YOFE3FX)
GLYCERIN (UNIl: PDC6A3COO0X)
PENTYLENE GLYCOL (UNII: 50C1307PZG)
POLYHYDROXYSTEARIC ACID (2300 MW) (UNII: YXH47AOUOF)
PROPANEDIOL (UNII: 5965N8W85T)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM STEAROYL GLUTAMATE (UNIl: 65A9F4P024)
STEARETH-2 (UNII: V56DFE46)5)
STEARETH-21 (UNII: 53)3F32P58)
STEARIC ACID (UNII: 4ELV7Z65AP)
TRIETHOXYCAPRYLYLSILANE (UNII: LDC331PO0S8E)
TRISODIUM ETHYLENEDIAMINE DISUCCINATE (UNIl: YA22H34H9Q)
TROPAEOLUM MAJUS FLOWERING TOP (UNIl: RGT30824HY)
WATER (UNIl: 059QFOKOOR)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color WHITE Score

Shape Size

Flavor Imprint Code



Contains

Packaging
# [Item Code Package Description
1 NDC:62032-811- ;i1 CARTON

09

85 g in 1 TUBE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC MONOGRAPH

DRUG Py

Marketing Information

Marketing Application Number or Monograph
Category Citation

UNAPPROVED DRUG

OTHER

Labeler - Obagi Cosmeceuticals LLC (790553353)

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

12/02/2019

Marketing Start Marketing End
Date Date

06/25/2025

Establishment

Name Address ID/FEI Business Operations
Bay Cities Container Corporation 118417470 PACK(62032-918) , LABEL(62032-918)
Establishment

Name Address ID/FEI Business Operations
Swiss American CDMO, LLC 080170933 MANUFACTURE(62032-918)
Establishment

Name Address ID/FEI Business Operations
G. S. Cosmeceutical USA, Inc. 017014734 MANUFACTURE(62032-918)
Establishment
Name Address ID/FEI Business Operations

PURETEK CORPORATION 785961046 MANUFACTURE(62032-918)

Revised: 11/2025

Obagi Cosmeceuticals LLC
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