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SENATE AMENDMVENT
Bill No. CS/HB 507, 2nd Eng.
Anmendnment No. Bar code 075450

CHAMBER ACTI ON
Senat e House

Senat or Saunders noved the foll owi ng amendment to amendment
(455272):

Senate Amendment (with title amendment)
On page 97, between |ines 23 and 24,

i nsert:

Section 80. Subsection (2) of section 499.007, Florida
Statutes, is anended to read:

499. 007 M sbranded drug or device.--A drug or device
i s msbranded:

(2) Unless, if in package form it bears a | abe
cont ai ni ng:

(a) The nane and pl ace of business of the manufacturer
or di stri but or —n—additien—For—aredecinat—drug,—as—deftined
H—Ss—499003—thetabet—nust—econtain—thenanre—and—ptace—of
bustness—of—the—ranufacturer of the fini shed dosage form of
the drug. For the purpose of this paragraph, the finished
dosage formof a nedicinal drug is that formof the drug which
is, or is intended to be, dispensed or adm nistered to the
patient and requires no further manufacturing or processing
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SENATE AMENDVENT
Bill No. CS/HB 507, 2nd Eng.
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ot her than packagi ng, reconstitution, and |abeling; and

(b) An accurate statenent of the quantity of the
contents in ternms of weight, neasure, or nunerical count;
however, under this section, reasonable variations are
permtted, and the departnent shall establish by rule
exenptions for small packages.

A drug dispensed by filling or refilling a witten or ora
prescription of a practitioner licensed by |aw to prescribe
such drug is exenpt fromthe requirenents of this section
except subsections (1), (8), (10), and (11) and the packagi ng
requi rements of subsections (6) and (7), if the drug bears a

| abel that contains the nane and address of the di spenser or
seller, the prescription nunber and the date the prescription
was witten or filled, the nane of the prescriber and the nane
of the patient, and the directions for use and cautionary
statenents. This exenption does not apply to any drug

di spensed in the course of the conduct of a business of

di spensi ng drugs pursuant to diagnosis by mail or to any drug
di spensed in violation of subsection (12). The depart nent

may, by rule, exenpt drugs subject to ss. 499.062-499. 064 from
subsection (12) if conpliance with that subsection is not
necessary to protect the public health, safety, and welfare.

(Redesi gnat e subsequent sections.)

=—=============== T | T L E A MENDMENT ===============
And the title is anended as foll ows:
On page 107, line 21, after the sem col on
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SENATE AMENDMENT

Bill No. CS/HB 507, 2nd Eng.
Anmendnment No. Bar code 075450

i nsert:

anmending s. 499.007, F.S.; redefining
ci rcunstances that cause a drug or device to be
consi dered m sbr anded;
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