
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 us ing this  product

avoid contact with eyes and mucous membranes
do not apply to wounds or bleeding skin

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

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.�





ROUGH DRY  
zinc oxide, salicylic acid cream cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:71157-0 0 20

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

ZINC O XIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 8  g  in 9 0  mL

Inactive Ingredients
Ingredient Name Strength

SALICYLIC ACID (UNII: O414PZ4LPZ) 15 g  in 9 0  mL

WHITE WAX (UNII: 7G1J5DA9 7F)  

CO CO A BUTTER (UNII: 512OYT1CRR)  

RO SEMARY O IL (UNII: 8 LGU7VM39 3)  

PATCHO ULI O IL (UNII: F3IN55X5PO)  



Kelada Creative Group LLC DBA SALVE

BERGAMO T O IL (UNII: 39 W1PKE3JI)  

MEADO WFO AM SEED O IL (UNII: 412ZHA4T4Y)  

ALMO ND (UNII: 3Z252A2K9 G)  

AVO CADO  O IL (UNII: 6 VNO72PFC1)  

HYDRO GENATED MACADAMIA SEED O IL (UNII: W4FFC8 IM2K)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:71157-0 0 20 -1 9 0  mL in 1 CAN; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 9 /20 17

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part347 0 1/0 9 /20 17

Labeler - Kelada Creative Group LLC DBA SALVE (014340121)

Registrant - Kelada Creative Group LLC DBA SALVE (014340121)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Kelada  Creative  Gro up LLC DBA SALVE 0 14340 121 manufacture(71157-0 0 20 )
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