MEDICATED ANTI-ITCH WELL AT WALGREENS- menthol 1 % pramoxine hydrochloride 1
% cream
Walgreens

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.

Drug Facts

Active ingredients Purpose

Menthol — 1.00% Pain Reliever
Pramoxine Hydrochloride — 1.00% External Analgesic

[Usesl For temporarily relief of pain and itching associated with:* sunburn *« minor burns * scrapes *
insect bites * minor skin irritation * minor cuts * rashes due to poisonivy, oak & sumac

Warnings
For external use only

(Do notuse onl * deep or puncture wounds * animal bites ¢ serious burns * large areas of the body
When using this product * Avoid contact with eyes * not for prolonged use

Stop use and ask a doctor if

* condition worsens
* symptoms persisit more than 7 days or clear up and occur again within a few days

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

Directions
¢ Adults and children 2 years of age and older: apply to the affected area no more than 4 times
daily
¢ Children under 2 years of age: consult a doctor

Other information

Store atroom temperature.

Inactive ingredients

Water, Propylene Glycol, Petrolatum, Stearyl Alcohol, Aloe Barbadensis Leaf Juice, Sodium Acrylates
Copolymer, Steareth-21, Mineral Oil,

Steareth-2, Tocopheryl Acetate, Thymol, Eucalyptol, Methyl Salicylate, PPG-1 Trideceth-6,
Diazolidinyl Urea, Disodium EDTA, Triethanolamine,

Iodopropynyl Butylcarbamate

Questions or comments?
1-866-483-2846



Medicated
Anti 5 Itc h 'C rea m WALGREENS PHARMAGIST RECOMMENDED!

Enriched With Aloe & Vitamin E

WITH ALOE

Compare to Gold Bord™® Medicated
Anti=foh Cream aoiive ingredients®

Medicated MIW%HGE ilf}
Anti-ltch Cream

Enriched With Aloe & Vitamin E

WILBREERS FRAAMACEST RECOMMENDEH
NET WT 2 0Z (56 g)

DISTRIBUTED BY: WALGREEN CO, ITEl
mmmurm.nnmnn. IL 80015 ‘

100 % FAI'IIEAE'I'IGII

I 358423
walgresns.com um:wwm ‘ ‘ “ H‘

- 1191! 168961 5 Visly Wmpeeane.comhemyiomi




Drug Facts

Active ingredient Purpose
Menthal 1% Pain Religver
Pramoxine Hydrochloride 1% Extarnal Analgesic

Uses ior the temporary relief of pain and itching associated with: » minor bumns « sunburm + scrapes
* ingect bites = minor skin irfitations « minor cuts = rashes due to poison ivy, oak & sumac

Warnings

For external use only

Do not use on = deep or punciure wounds = animals bites = serious bums = large areas of the body
When using this product » avoid contact with the eyes » not for prolonged use

Stop use and ask a doctor if condition worsens, or if symptoms persist for more than 7 days, or clear up
and oceur again in a few days.,

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

Directions
* Adults and children 2 years of age and older: apply to the affected area no mare than 4 times daily
= Children under 2 years of age: consult a doctor

Other information
Store at room temperature.

Inactive ingredients Water, Propylene Glycdl, Petrolatum, Stearyl Alcohol, Aloe Barbadensis Leaf
Juice, Sodium Acrdates Copolymer, Steareth-21, Minaral Oil, Steareth-2, Tocopheryl Acetate, Thymal,
Eucalyptol, Methd Salicylate, PPG-1 Trideceth-6, Diazolidingl Urea, Disodium EDTA, Triethanolamine,
lndopropymyl Butylcarbamate,
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MEDICATED ANTI-ITCH WELL AT WALGREENS

menthol 1 % pramoxine hydrochloride 1 % cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0363-3231

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength
Menthol (UNI: L7T10EIP3A) (MENTHOL - UNI:L7T10 EIP3A) Menthol
Pramoxine Hydrochloride (UNI: 88 AYB867L5) (PRAMOXINE - UNIL068X84E056) Pramoxine Hydrochloride

Inactive Ingredients
Ingredient Name
Water (UNI: 059QFOKOOR)
Propylene Glycol (UNI: 6DC9Q167V3)
Petrolatum (UNI: 4T6 HI2BN9 U)
Stearyl Alcohol (UNI: 2KR8914H1Y)
ALOE VERA LEAF (UNII: ZY8 178 3H0 X)
Steareth-21 (UNIL: 53J3F32P58)

Strength
1g in100 g
1g in100 g

Strength



Mineral Oil (UNI: T5SL8 T28 FGP)

Steareth-2 (UNI: V56 DFE46J5)
.ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8X80D2L0)
Thymol (UNIL 3J50 XA376E)

Eucalyptol (UNIL: RV6J6604TK)

Methyl Salicylate (UNI: LAV5U5022Y)

PPG-1 Trideceth-6 (UNIL 1K7417JX6Q)
Diazolidinyl Urea (UNI: HSRIZ3MPW4)

EDETATE DISODIUM (UNII: 7FLD9 1C8 6 K)
TROLAMINE (UNIL: 903K93S3TK)

Iodopropynyl Butylcarbamate (UNI: 603P14DHEB)

Packaging

# Item Code Package Description Marketing Start Date
1 NDC:0363-3231-02 1in 1 CARTON 09/15/2014

1 56 gin 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part348 09/15/20 14

Labeler - walgreens (008965063)

Registrant - Product Quest Mfg (927768135)

Marketing End Date

Marketing End Date

Establishment
Name Address ID/FEI Business Operations
Product Quest Mfg 927768135 manufacture(0363-3231) , label(0363-3231)

Revised: 2/2018

Walgreens
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