CRAMP911- magnesium sulfate, copper sulfate lotion

DelCorean, LLC

Disclaimer: This homeopathic product has not been evaluated by the Food and Drug

Administration for safety or efficacy. FDA is not aware of scientific evidence to support

homeopathy as effective.

MUSCLE RELAXING ROLL-ON LOTION
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Drug Facts

Active ingredients
Cuprum Metallicum 6X H.P.U.S. 0.05% ... muscle cramps
Magnesia Sulfate 6X H.P.U.S. 0.05%... muscle cramps
The letters H.P.U.S. indicate that the componems in this product are officially
inthe t of the United States.

Purpose

&

Drug Facts (continued)

Other information

* store between 15" and 30° C
(59" and 80° F)

* keep away from heat.

temporarily relieves:  leg cramps ¢ muscle cramps ¢ muscle spasms

Inactive ingredients

citric acid, docusate sodium USP,

guaifenesin, isopropyl palmitate, lecithin,
ine, polysorbate 80, sodium

Warnings

For external use only

Allergy alert

« rritation or allergic reaction may occur with some people. Test by

applying product to a small area of the inner forearm and wait 30 minutes.

If skin appears normal proceed with directions.

Do not use if you are allergic or hypersensitive to any ingredient in this
product, have sensitive skin or any skin disease.

Ask a doctor before use if you have

« diabetes * circulation problems

When using this product

« avoid contact with eyes, wounds, mucus membranes, broken or
irritated skin ¢ do not share this product with anyone

benzoate, sorbic acid, urea, water.

Questions?
call 1-800-696-1490

Stop use and ask a doctor if * an allergic reaction occurs - If this occurs
seek medical help right away « skin redness of irritation occur « cramps
worsen or continue without stopping * new or unexpected symptoms
develop

If pregnant or breastfeeding, ask a health care professional before use.
Keep out of reach of children. If swallowed, get emergency medical help
or contact a poison control center right away.

Directions

« adults and children 12 years and older * remove outer cap * apply
directly to site of cramp or spasm * apply generously and rub in * repeat
in 15 minutes if no improvement after second application or if symptoms
return see doctor * close cap tightly « children under 12 years

of age: ask a doctor

94922110287
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Product Information
Product Type

Route of Administration

HUMAN OTC DRUG
TOPICAL

Drug Facts

Active ingredients
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The letters H.P.U.S. indicate that the components in this product are officially
inthe t Pi of the United States.
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Item Code (Source)

benzoate, sorbic acid, urea, water.
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call 1-800-696-1490
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Active Ingredient/Active Moiety

Ingredient Name

MAGNESIUM SULFATE, UNSPECIFIED (UNIl: DE0O8037SAB) (MAGNESIUM
CATION - UNII:T6V3LHY838)

BASIC COPPER SULFATE (UNII: CUP529P5NS) (COPPER -
UNII:789U1901C5)

Inactive Ingredients

Ingredient Name
DOCUSATE SODIUM/SODIUM BENZOATE (UNII: 656HXR6YXN)
SORBIC ACID (UNII: X045W989B)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
ISOPROPYL PALMITATE (UNIl: 8CRQ2TH63M)
LECITHIN, SOYBEAN (UNII: 1DI56QDM62)
UREA (UNII: 8W8T17847W)
PHENYLEPHRINE HYDROCHLORIDE (UNIl: 04JA59TNS))
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
GUAIFENESIN (UNIl: 495W7451VQ)
WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color yellow Score
Shape Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description
NDC:35484- .
1 924-21 1in 1 CARTON

21 mL in 1 BOTTLE, WITH APPLICATOR; Type 0: Not a
Combination Product

Marketing Information

Basis of Strength Strength

MAGNESIUM SULFATE,  0.05 [hp_X]

UNSPECIFIED in 1 mL

BASIC COPPER SULFATE ~ 0:02 [hp_X]
in1mL
Strength

Marketing Start Marketing End
Date Date

09/01/2008

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved 09/01/2008

homeopathic

Labeler - peicorean, LLC (831347104)

Establishment
Name Address ID/FEI

Business Operations



Fragrance Manufacturing Inc 793406000 manufacture(35484-924)
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