WESTERN FAMILY PAIN RELIEVING - camphor cream
Western Family Food, Inc.

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
Enter section text here

Uses temporarily relieves the minor aches and pains of muscles and joints associated with:
simple backache

arthritis

strains

bruises

sprains

Warnings for external use only.

Do not use
e onwounds or damaged skin
¢ with a heating pad
e ona child under 12 years of age with arthritis-like conditions

Ask a doctor before use if you have redness over the affected area.

When using this product
¢ avoid contact with eyes or mucous membranes
¢ do not bandage tightly

Stop use and ask a doctor if

e condition worsens or symptoms persist for more than 7 days
e symptoms clear up and occur again within a few days

® excessive skinirritation occurs

Keep out of reach of childrento avoid accidental ingestion.
e [f swallowed, get medical help or contact a Poison Control Center immediately.

Directions
e use only as directed
® adults and children 12 years of age and older: apply area not more than 3 to 4 times daily
® childrenunder 12 years of age: ask a doctor

Other information
e Store between 20° and 25° C (68° and 77° F)

Inactive ingredients DEA-cetyl phosphate, glycerin, isopropyl myristate, methylparaben, polysorbate
60, propylparaben, purified lanolin, purified water, sorbitan stearate, stearyl alcohol, white petrolatum
Distributed By:

Western Family Foods, Inc.

P.O. Box 4057

Portland, OR 97208 U.S.A.
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“This product is not manufactured or distributed by Johnson & Johnson Consumer 15400705319
(Comnpanies, Inc,, owner of the registered trademark Bengay™ Ultra Strength. Made in Korea
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WESTERN FAMILY PAIN RELIEVING

camphor cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:55312-054

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
CAMPHOR (SYNTHETIC) (UNIL: 5TJD82A1ET) (CAMPHOR (SYNTHETIC) - CAMPHOR 0.04g inlg
UNIL5TJD82A1ET) (SYNTHETIC)
MENTHOL (UNIE: L7T10EIP3A) (MENTHOL - UNIEL7T10 EIP3A) MENTHOL 0.1g inlg
METHYL SALICYLATE (UNI: LAV5U5022Y) (SALICYLIC ACID - UNI:0414PZ4LPZ) METHYL SALICYLATE 0.3g inlg

Inactive Ingredients




Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
ISOPROPYL MYRISTATE (UNIl: 0RESK4LNJS)
METHYLPARABEN (UNII: A2I8C7HIST)
POLYSORBATE 60 (UNI: CAL22UVI4M)
PROPYLPARABEN (UNIL: Z81X2SC10H)
LANOLIN (UNI: 7EV65EAWG6 H)
WATER (UNII: 059QF0KOOR)
SORBITAN MONOSTEARATE (UNII: NVZ410 H58 X)
STEARYL ALCOHOL (UNI: 2KR8914H1Y)
PETROLATUM (UNIL: 4T6 HI2BN9 U)

Packaging

# Item Code Package Description
1 NDC:55312-054-04 1in 1 CARTON

1 113 g in 1 TUBE

Marketing Information

Marketing Category  Application Number or Monograph Citation

OTC monograph not final part348

Labeler - western Family Food, Inc. (192166072)

Revised: 6/2013

Marketing Start Date

06/30/2013
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Marketing End Date

Marketing Start Date Marketing End Date

Western Family Food, Inc.
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