ROUGH DRY- zinc oxide, salicylic acid cream cream
Kelada Creative Group LLC DBA SALVE

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.

Rough/Dry
Zinc oxide 1.1%

Temporarily protects and helps relieve minor skin irritation and itching due to eczema, dermatitis,
dryness, cracking, flaking, and calluses.

For external use only
Do not use other than as directed

When using this product
¢ avoid contact with eyes and mucous membranes
¢ do not apply to wounds or bleeding skin

Temporarily protects and helps relieve minor skinirritation and itching due to eczema, dermatitis,
dryness, cracking, flaking, and calluses.l

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

Salicylic acid, Macadamia nut butter, Sweet almond butter, Meadowfoam seed oil, Organic avocado oil,
Beeswax, Cocoa butter, Bergamot essential oil, Patchouli essential oil, Rosemary essential oil

Temporarily protects and helps relieve minor skin irritation and itching due to eczema, dermatitis,
dryness, cracking, flaking, and calluses.l
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Drug Facts 1 5
Active ingredients Pumpose | 32523

A TINS5 s s Skin protectant é =355 g
Salicylic 86id 1.9% .. oo Skin protectant | S £ 2575
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Uses
Temporarily protects and hels relieve minor skin irritation and itching due to: §
meczema M dermatitis Wdryness Mcracking mflaking m calluses g ¢ 3 g




Warnings &g E g?
For external use only 352¢ 38
Do not use other than directed Lé E § -% =13
When using this product g g g g g g
m avoid contact with eyes and mucous membranes ZZZ 7z
W do not apply to wounds or bleeding skin
=
Stop use and ask a doctor if ——
7 B excessive skin irritation develops M condition worsens —
g g Keep out of reach of children. If swallowed, get medical help or contact PN
= £ a Poison Control Center right away. (1-800-222-1222) ——— 1O
< —— N
= O —— T
LA i W adults & children 5 years of age and older; lightly massage to affected — O E
et g area not more than 4 times daily =
5 E =11 . children under 5 years of age: ask a doctor E— ED:
::s: o § Other information store at less than 25°C (77°F) with lid closed tightly | E— |
& == | Inactive ingredients Macadamia integrifolia (Macadamia Nut) Butter, — 5 é
b= \=ie=1 | Prunus dulcis (Sweet Almond) Butter, Limnanthes alba (Meadowfoam) Seed - -
= ZE ] Oil, Persea gratissima (Organic Avocado) Oil, Beeswax, Theobroma cacao —
poLE) (Cocoa) Butter, Citrus bergamia (Bergamot) Essential Oil, Pogostemon cablin | ——
2 (Patchouli) Essential Oil, Rosmarinus officinalis (Rosemary) Essential Oil. o
CQuestions or comments? 1-281-684-0755 salvenaturals.com

ROUGH DRY

zinc oxide, salicylic acid cream cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:71157-0020

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNIL: SOI2LOH54Z) (ZINC OXIDE - UNI:SOI2LOH54Z7) ZINC OXIDE 8 g in 90 mL
Inactive Ingredients
Ingredient Name Strength
SALICYLIC ACID (UNI: O414PZ4LPZ) 15g in 90 mL

WHITE WAX (UNII: 7G1J5DA97F)
COCOA BUTTER (UNI: 5120 YT1CRR)
ROSEMARY OIL (UNIL: 8LGU7VM393)
PATCHOULI OIL (UNII: F3IN55X5P0O)




BERGAMOT OIL (UNI: 39W1PKE3JI)

MEADO WFO AM SEED OIL (UNII: 412ZHA4T4Y)

ALMOND (UNIL: 32252A2K9G)

AVOCADO OIL (UNI: 6 VNO72PFC1)

HYDRO GENATED MACADAMIA SEED OIL (UNI: W4FFC8 IM2K)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:71157-0020-1 90 mL in 1 CAN; Type 0: Not a Combination Product 01/09/2017

Marketing Information

Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
OTC monograph final part347 01/09/2017

Labeler - Kelada Creative Group LLC DBA SALVE (014340121)

Registrant - Kelada Creative Group LLC DBA SALVE (014340121)

Establishment

Name Address ID/FEI Business Operations
Kelada Creative Group LLC DBA SALVE 014340121 manufacture(71157-0020)

Revised: 10/2017 Kelada Creative Group LLC DBA SALVE
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