Section 2

a) The name of the dietary ingredient is geranamine (2-amino-4-methylhexane)

Section 3

a) The dietary supplement that contains geranamine will consist of ten (10) mg of geranamine in a tablet or capsule combined with other dietary ingredients that will be suggested to be taken up to six times per day.

b) The label will contain the following instructions for use: “DIRECTIONS FOR USE: This product is for adults over the age of 18 only. Do not exceed recommended dosage. This product is not intended to diagnose, treat, cure or prevent any disease”. KEEP OUT OF REACH OF CHILDREN

Section 4

4.1 
Background: Geranium oil is a dietary ingredient that was marketed in the United States before October 15, 1994. Geranamine is a naturally occurring component of geranium oil (7). 

Geranium oil has been used topically for centuries while the leaves have been used internally as a flavoring agent for tea and jelly.

4.1.1 Structure
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4.2 Name of Ingredient:

Geranamine (2-amino-4-methylhexane)

4.3.1 Safety of Ingredient: Geranium has been used for centuries as a topical treatment for eczema, dermatitis and acne and has been used as a flavoring agent for tea and jelly(1,2,3,4,5).

Geranamine has an LD50 of 185 mg/kg, intraperitoneally in the mouse. Using a similar compound (albeit much stronger) "Intraperitoneal MP was approximately twice as potent as oral MP(Methylphenidate)" so we can conclude that the LD50 oral dose of this ingredient would be  roughly 1,956mg (6) or nearly 100 capsules (more than one complete bottle).

Pelargonium species are generally recognized as safe for human consumption as natural seasonings/flavorings and as plant extracts/essential oils (21 CFR sections 182.10, 182.20 [1982].

Geranamine has been sold as a dietary supplement for more than three years as Ergolean Amp by Ergopharm as well as Stimulant X by Anabolic Extreme and Tight Extrame by SAN.
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