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Florida Senate - 2004 CS for SB 446

By the Cormittee on Health, Aging, and Long-Term Care; and
Senator Margolis

317-954- 04
A bill to be entitled

An act relating to the sale of products
cont ai ni ng ephedrine; anending s. 499. 033,
F.S.; prohibiting the sale or delivery of
products containing ephedri ne over the counter
Wi thout a prescription, subject to certain
exceptions; repealing s. 501.0583, F.S.
relating to selling, delivering, bartering,
furnishing, or giving weight-loss pills to
persons under age 18; providing an effective
dat e.

Be It Enacted by the Legislature of the State of Florida:

Section 1. Section 499.033, Florida Statutes, is
amended to read:

499. 033 Ephedrine; prescription required.--Ephedrine
is declared to be a prescription drug.

(1) Except as provided in subsection (2), a person nay

not sell or deliver over the counter any product intended for

i ngestion by humans whi ch that contains any quantity of

ephedrine, a salt of ephedrine, an optical isoner of
ephedrine, or a salt of an optical isonmer of ephedrine,
i ncluding any part of the plant genus ephedra or the pl ant

genus sida cordifolia, and any species thereof, unless maybe

di spensed by a duly |icensed pharnaci st or di spensing

practitioner and only upon the prescription of a duly |icensed

practitioner authorized by the laws of the state to prescribe
nedi ci nal drugs.
(2) A product containing ephedrine described in
paragraphs (a)-(e) is exenpt fromsubsection (1) if it may
1
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lawful ly be sold over the counter without a prescription under
the federal act; is |abeled and marketed in a manner
consistent with the pertinent United States Food and Drug
Admi ni stration Over-the-Counter Tentative Final or Fina
Monogr aph; and is manufactured and distributed for legitinmate
nmedi ci nal use in a manner that reduces or elinmnates the
i keli hood of abuse, when considered in the context with: the
package sizes and the manner of packagi ng of the drug product;
the nane and | abeling of the product; the manner of
di stribution, advertising, and pronotion of the product; the
duration, scope, health significance, and societal cost of
abuse of the particular product; the need to provide nedically
i mportant ephedrine-containing therapies to the public for
United States Food and Drug Admi nistration approved
i ndi cati ons on an unrestricted, over-the-counter basis; and
other facts as may be relevant to and consistent with public
health and safety.

(a) Solid oral dosage forns that conbine active
ingredients in the follow ng ranges for each dosage unit:

1. Theophylline (100-130ng), ephedrine (12.5-24ny).

2. Theophylline (60-100ng), ephedrine (12.5-24ny),
guai fenesin (200-400ny).

3. Ephedrine (12.5-25ng), guaifenesin (200-400ny).

4. Phenobarbital (not greater than 8ng) in conbination
with the ingredients of subparagraph 1. or subparagraph 2.

(b) Liquid oral dosage forns that conbine active
ingredients in the follow ng ranges for each (5m ) dose:

1. Theophylline (not greater than 45ng), ephedrine
(not greater than 36ng), guaifenesin (not greater than 100ny),
phenobarbital (not greater than 12ng).
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2. Phenyl ephrine (not greater than 5ng), ephedrine
(not greater than 5ng), chlorpheniram ne (not greater than
2ng), dextronet horphan (not greater than 10ng), anmoni um
chloride (not greater than 40ng), ipecac fluid extract (not
greater than 0.005n).

(c) Anorectal preparations containing |less than 5
percent ephedri ne.

(d) Nasal decongestant conpounds, nixtures, or
preparations containing 0.5 percent or |ess ephedrine.

(e) Any drug product containing ephedrine that is
mar ket ed pursuant to an approved new drug application or |ega
equi val ent under the federal act.

(3) The departnent may admi ni ster tnapterent this
section by rule.

Section 2. Section 501.0583, Florida Statutes, as
created by section 1 of chapter 2003-24, Laws of Florida, is

r epeal ed
Section 3. This act shall take effect July 1, 2004.

STATEMENT OF SUBSTANTI AL CHANGES CONTAI NED | N
COW TTEE SUBSTI TUTE FOR
Senate Bill 446

The comm ttee substitute Provides a definition of ephedra and

sida cordifolia and clarities that the prohibition on the sale
and delivery of ephedra without a prescription only applies to
ﬂroducts contai ni ng ephedra that are intended for ingestion by

umans
The bill re eal s s.501.0583, F.S., which prohibits the

selling, de |ver|n? bartering, furnlshlng, or giving of
wei ght =1 oss pi 0 persons Under age 18:.
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