
RESTORAL- salicylic acid cream cream  
Peer Pharma Ltd.
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.

----------

Restoral



Salicylic Acid, 2%

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

Uses  
Relieves and helps prevent recurrence of skin itching

irritation
redness
flaking
scaling

due to psoriasis and seborrheic dermatitis

Directions
apply to affected areas one to four times daily or as directed by a doctor
massage a liberal amount of the product into skin until thoroughly absorbed

Directions

apply to affected areas one to four times daily or as directed by a doctor
massage a liberal amount of the product into skin until thoroughly absorbed

Inactive ingredients

water, glyceryl stearate, PEG-100 stearate, glycerin, niacinamide, calendula officinalis flower oil,
cannabis sativa seed oil, cetyl alcohol, butyrospermum parkii (shea butter), petrolatum, allantoin,
steareth-21, tocopheryl acetate (vitamin E), lavandula angustifolia (lavender) oil, xanthan gum,
dipotassium glycyrrhizate, aloe barbadensis leaf juice, triethanolamine, bisabolol, disodium EDTA,
maris sal (dead sea mineral water).

RESTORAL  
salicylic acid cream cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 9 435-18 0 5

Route  of Adminis tration TOPICAL

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

SALICYLIC ACID (UNII: O414PZ4LPZ) (SALICYLIC ACID - UNII:O414PZ4LPZ) SALICYLIC ACID 3 g  in 150  mL



Peer Pharma Ltd.

Inactive Ingredients
Ingredient Name Strength

SO DIUM CHLO RIDE (UNII: 451W47IQ8 X)  

ALO E VERA LEAF (UNII: ZY8 1Z8 3H0 X)  

STEARETH-2 1 (UNII: 53J3F32P58 )  

GLYCERYL MO NO STEARATE (UNII: 230 OU9 XXE4)  

WATER (UNII: 0 59 QF0 KO0 R)  

CANNABIS SATIVA SEED O IL (UNII: 6 9 VJ1LPN1S)  

SHEA BUTTER (UNII: K49 155WL9 Y)  

PETRO LATUM (UNII: 4T6 H12BN9 U)  

.ALPHA.-TO CO PHERO L ACETATE (UNII: 9 E8 X8 0 D2L0 )  

LAVENDER O IL (UNII: ZBP1YXW0 H8 )  

GLYCYRRHIZINATE DIPO TASSIUM (UNII: CA2Y0 FE3FX)  

TRO LAMINE SALICYLATE (UNII: H8 O40 40 BHD)  

LEVO MENO L (UNII: 24WE0 3BX2T)  

EDETATE DISO DIUM ANHYDRO US  (UNII: 8 NLQ36 F6 MM)  

CETYL ALCO HO L (UNII: 9 36 JST6 JCN)  

CALENDULA O FFICINALIS FLO WER (UNII: P0 M7O4Y7YD)  

PEG-10 0  STEARATE (UNII: YD0 1N19 9 9 R)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

NIACINAMIDE (UNII: 25X51I8 RD4)  

ALLANTO IN (UNII: 344S277G0 Z)  

XANTHAN GUM (UNII: TTV12P4NEE)  

Packaging

# Item Code Package Description Marketing  Start
Date

Marketing  End
Date

1 NDC:6 9 435-18 0 5-
1

150  mL in 1 CONTAINER; Type 0 : No t a  Co mbinatio n
Pro duct 0 6 /14/20 18

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 part358 H 0 6 /14/20 18

Labeler - Peer Pharma Ltd. (514678390)

Registrant - Peer Pharma Ltd. (514678390)

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

Peer Pharma Ltd. 5146 78 39 0 manufacture(6 9 435-18 0 5)
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