
ANTI ITCH  MAXIMUM RELIEF- pramoxine hydrochloride and menthol cream  
Natureplex LLC
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.

----------

Anti-Itch Cream 
Maximum Relief
Drug Facts

Active ingredients Purpose
Menthol 1% Topical Analgesic
Pramoxine hydrochloride 1% Topical Analgesic

Use
For temporary relief of pain and itching associated with minor skin irritations, minor burns, minor cuts,
sunburns, scrapes, insect bites, and rashes due to poison ivy, poison oak, or poison sumac

Warnings
For external use only.
Avoid contact with eyes  and nose.
Not for prolonged use.

Do not use
on large areas of the body

Stop use and ask a doctor if
condition worsens
symptoms persist for more than 7 days or clear up and occur again within a few days
redness, irritation, swelling, or pain develops, persists, or increases

If pregnant or breas t-feeding, ask a health professional before use.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away: 800-222-1222.

Directions
adults  and children 2 years  old and older: apply to affected area not more than 3 to 4 times daily
children under 2 years  old: ask a doctor

Other information
store at 15 to 30° C (59 to 86° F)
Tamper Evident: DO NOT USE IF SEAL ON TUBE IS BROKEN OR MISSING.

Inactive ingredients
aloe barbadensis leaf juice, carbomer, cetearyl alcohol, DMDM hydantoin, glycerin, polysorbate 60,



propylene glycol, purified water, triethanolamine

Questions  or comments?
866-323-0107 or www.natureplex.com

PRINCIPAL DISPLAY PANEL - 42.5 g Tube Box
Natureplex™

MAXIMUM RELIEF
Medicated
Anti-Itch Cream

NET WT. 1.5 Oz. (42.5g)
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pramoxine hydrochloride and menthol cream



Natureplex LLC

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 7234-0 0 8

Route  of Adminis tration TOPICAL

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

Pra mo xine Hydro chlo ride  (UNII: 8 8 AYB8 6 7L5) (Pramo xine  - UNII:0 6 8 X8 4E0 56 ) Pramo xine  Hydro chlo ride 10  mg
 in 1 g

Mentho l, Unspecified Fo rm  (UNII: L7T10 EIP3A) (Mentho l, Unspecified Fo rm -
UNII:L7T10 EIP3A)

Mentho l, Unspecified
Fo rm

10  mg
 in 1 g

Inactive Ingredients
Ingredient Name Strength

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

CARBO MER HO MO PO LYMER TYPE C ( ALLYL PENTAERYTHRITO L CRO SSLINKED)  (UNII: 4Q9 3RCW27E)  

DMDM HYDANTO IN (UNII: BYR0 546 TOW)  

CETO STEARYL ALCO HO L (UNII: 2DMT128 M1S)  

PO LYSO RBATE 6 0  (UNII: CAL22UVI4M)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

PRO PYLENE GLYCO L (UNII: 6 DC9 Q16 7V3)  

TRO LAMINE (UNII: 9 O3K9 3S3TK)  

WATER (UNII: 0 59 QF0 KO0 R)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 7234-0 0 8 -0 1 1 in 1 BOX 0 1/0 2/20 0 8

1 42 g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

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

OTC mo no graph no t fina l part347 0 1/0 2/20 0 8

Labeler - Natureplex LLC (062808196)

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

Natureplex LLC 0 6 28 0 8 19 6 MANUFACTURE(6 7234-0 0 8 )

 Revised: 11/2017
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