CALAMINE CLEAR- pramoxine hydrochloride and zinc acetate lotion lotion
Cardinal Health, 110 dba Leader

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.

Leader Calamine Clear

Pramoxine HCI 1%

Zinc Acetate 0.1%

External Analgesic & Skin Protectant

Temporarily Relieves Pain and Itching Associated with:

rashes due to poison ivy, poison oak, or poison sumac

insect bites

minor skin irritation

minor cuts

dries the oozing and weeping of poison ivy, poison oak and poison sumac

For external use only. Use only as directed.
Acoid contact with eyes and mucous membranes
Ask a doctor before using on children under 2 years of age.

Keep out of reach of children. If swallowed, get medical help or contact a Poison
Control Center immediately (1-800-222-1222)

Adults and children 2 years of age and older: Shake well before using. Cleanse the skin
with soap and water and let dry before each use. Apply lotion fo the affected area using
cotton or soft cloth, not more than 3 to 4 times dialy as needed for comfort.

SD Alcohol 38B 2.5%
Camphor

Diazolidinyl Usea
Fragrances

Glycerin
Hydroxypropyl Methylcellulose
Methylparaben
Polysorbate 80
Propylene Glycol
Propylparaben
Purified W ater
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Warnings B For external use only. Lise arfy as drecied.
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B Avoid contact with eyes and mucous membranes.
a Ion B Ask a doctor before using on children under 2 years of age

External Analgesic | Skin Protectant

Relieves ftching COMPARE TO
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active ingredients®

Stop use and ask a doctor if condfion worsens; does not mprove or il symploms
persist for more than 7 days, or ciear up and ocour again withn a few days.

Keep out of reach of children. If swallowed, get medical help or contact & Poson
Controd Center immediately (1-800-222-1222).

Directions

B Adults and children 2 years of age and older: Shake well before using. Cleanss
the skin with sasp and waler and let dry before each use. Apply lotion to the
affected area using cofon or soft cloth, not more than 3 Lo 4 tmes daily as
needed for comiort.

W Chilren undar 2 years of 308! Consull 3 doelor befors use.

Other information W Store at room temperature 15-30°C {53-86°F)

Inactive ingredients B 5D Alcohol 388 2 5%, Camphar, Diazalidinyl
Urea, Fragrances, Glycerin, Hydroxypropyl Mathylcellulose, Methyi-

00-200-6313

PR
,E_-LF_-: e —
= E R T e—
~Pupose | £ 5= N On
LExemdanalgesic [ E S E . ———)
o Snprietant | € Ee T =N
: 3E E=05h
: St e=0S
A = wn == =
E £z @ =L
= e h_m=c"
R i Fre— j—
é EE N —_
E - ¥ a—
ER - ——
z =7 =
E §= Z
E = We———m
E =23 o
z =3[ §.l2
= 23| 43|%
=y = B = i
z 53 7
g ZE §§§ g
é EE - =,
HE L £
Bgz® s
5 - o
Ei=z2
=3
=
E
z
a
g
=1
=
=
¥

trademark Caladry® Clea

CARDINAL HEALTH
DUBLIN, 0HIO 43017

BFLOZ(177mL) e e —

CALAMINE CLEAR

pramoxine hydrochloride and zinc acetate lotion lotion

Product Information

| DISTRIBUTED BY
| weewmyleader.com

Product Type HUMAN OTC DRUG Item Code (Source) NDC:70000-0397

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
PRAMOXINE HYDROCHLORIDE (UNII: 88AYB867L5) (PRAMOXINE -
UNII:068X84E056)

ZINC ACETATE (UNIl: FM5526K07A) (ZINC CATION - UNI:13S1S8SF37)

Inactive Ingredients

Ingredient Name
DIAZOLIDINYL UREA (UNII: H5RIZ 3MPW4)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
CAMPHOR (NATURAL) (UNII: N20HL7Q941)
ALCOHOL (UNII: 3K9958V90M)
GLYCERIN (UNIl: PDC6A3C00X)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
METHYLPARABEN (UNII: A2I8C7HIOT)
PROPYLENE GLYCOL (UNII: 6DC9Q167V3)
WATER (UNII: 059QFOKOOR)
PROPYLPARABEN (UNII: Z8IX2SC10H)

Basis of Strength  Strength

PRAMOXINE 10 mg

HYDROCHLORIDE in 1 mL
ZINC ACETATE 1 mg

in1mL

Strength



Packaging

# Item Code Package Description
1 NDC:70000- 177 mLin 1 BOTTLE, PLASTIC; Type 0: Not a
0397-1 Combination Product
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