NADINOLA SKIN FADE FOR OILY SKIN- hydroquinone, octisalate cream
J. Strickland & Co.

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.

Nadinola Skin Fade Cream for Oily Skin

Active Ingredients:
Hydroquinone, 2%, Octisalate, 3%

Purpose
Skin Lightener

Sunscreen

Uses:

Gradually fades areas of skin discoloration such as
® age spots
o freckles
e liver spots
e dark areas that can occur while using oral contraceptives.

Warnings:
For External Use Only.

Do notuse
¢ oninflamed or brocken skin
® (o prevent sunburn
e if product is tan or brown

When using this product
® mild irration may occur
¢ avoid contact with eyes. If contact occurs, Rinse With water.
¢ avoid unnecessary sun exposure and use a sunscreen or protective clothing

Stop use and ask a doctor if
¢ a gradual blue black darkening of the skin occurs
® jrritationis severe
® no improvement is seen after 3 months

If pregnant or breast-feeding

consult a health professional before use

Keep out of reach of children

Directions:
e If skinis sensitive, test on a small area inside elbow overnight before use.



® Adults and children 12 years and older, apply as a thin layer toaffected area twice daily, or as

directed by a doctor.
e If going outside, use a sunscreen or wear protective clothong.

e Childrenunder 12 years of age, ask a doctor before use.

Inactive Ingredients:
water, glyceryl stearate, isopropyl myristate, PEG-8, cetyl alcohol, PEG-100 stearate, fragrance, citric
acid, methylparaben, propylparaben, sodium bisulfite.

Package Labeling

Deluxe - for Qily Skin e

i iiemnnese-sa e —
hNiA[)‘IANQlA ‘ Drug Facts (continued) |

B O
® — ———
—— ~ — || Prug Facts (continued
NAD I NOI_A ' Mt_)lsrunze? and conditions your skin, | [Warnings  [Birect -
eavin ” 50 5 | For external use only s
g t, Smooth ﬂnd mofe [ udmnt 1 Do not use T mon inflamed or broken skin | I g\fejﬁfz)iéilsmvsétl“elel;sms' ona smallarea inside the elbow
| [ o 6.
SKIN DISCOLORATION Drug Facts || M morrom__| | | fal ki 2 e gty s o
i f dadd product m mild iritation may ooour ayer to affected areas twice dally, or as di ected
FAD = REA | AoTtivelrares Tngredionts [ : avoid contact with oyos. If contact accurs, rinse with water, m I going outside, use a sunscreen or wear Pm‘elé{;edomn
M e ’ avolxd ﬁnnecessary suN oxposure and use a sunscreen or clothing.
Hydroquioone, 2%.. protective dothing o A Children under 12 years of age, ask a doctor before use.
. - | Elop usde ar: consulta doctor if ! Inactive I -
Ty ——— 585" agradual bluo black darkening of the skin ace: nactive Ingredients: water, g |
U.@U \L[” @C% (@{@) Gradually fades skin discolorations such as IR = - i becomes sovera " o S e St Pégﬂ&ez{:ﬁa{aleﬁ g,
29 0Z (64c ) e re e gk leoolore s ‘f“'} o improvement is seen after 3 months ] T citric acid, methylparaben, propy’lparaben so(ﬁurr?l;’su‘;?ilgemmev
= dark aroas that can oceur while using oral contraceplives (e L!;;egnam o breast-feeding, consulta isalth professional e e T
re use, T cis
Keep out of reach of children Spe
» A . . A

NADINOLA SKIN FADE FOR OILY SKIN

hydroquinone, octisalate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:12022-013

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
HYDRO QUINO NE (UNI: XV74C1IN1AE) (HYDROQUINONE - UNI:XV74C1N1AE) HYDROQUINONE 20mg inlg
OCTISALATE (UNIE: 4X49Y0596W) (OCTISALATE - UNI:4X49 YO596W) OCTISALATE 30mg inlg
Inactive Ingredients
Strength

Ingredient Name

WATER (UNIE: 059 QFOKOOR)
GLYCERYL MONOSTEARATE (UNIE: 230 0U9 XXE4)
ISOPROPYL MYRISTATE (UNI: 0RESK4LNJS)
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
CETYL ALCOHOL (UNIE: 936JST6JCN)

PEG-100 STEARATE (UNIE: YDO INI999R)

CITRIC ACID MONOHYDRATE (UNIL: 2968 PHW8 QP)
METHYLPARABEN (UNIL: A218C7HI9T)
PROPYLPARABEN (UNIL: Z8IX2SC10H)

SODIUM BISULFITE (UNI: TZX5469Z61)



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:12022-013-00 1in 1 CARTON 06/01/1983
1 64 g in 1 JAR; 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 part358 A 06/01/1983

Labeler - . Strickland & Co. (007023112)

Registrant - J. Strickland & Co. (007023112)

Establishment
Name Address ID/FEI Business Operations
J. Strickland & Co. 007023112 manufacture(12022-013) , pack(12022-013) , label(12022-013)

Revised: 1/2018 J. Strickland & Co.
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