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LEGISLATIVE ACTION
Senate . House
Comm: RCS
02/26/2016

The Committee on Appropriations (Grimsley) recommended the

following:
Senate Amendment (with title amendment)
Delete lines 2374 - 2421

and insert:

(a) The following persons must maintain business records

that include the information specified in paragraph (b)
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such code has been assigned, of the distributed active

pharmaceutical ingredient or prescription drug.

5.

The name and Florida permit number of the person that

purchased the active pharmaceutical ingredient or prescription

drug.
6.

The financial data, including the unit type and unit

price, for the distributions involving active pharmaceutical

ingredients or prescription drugs.

7.

The date and method of disposition of the active

pharmaceutical ingredient or prescription drug. Faventeries—and

(c)

FEach manufacturer or repackager of medical devices,

over—-the-counter drugs, or cosmetics must maintain business

records

that include:

1.

The name and address of the seller or transferor of the

product.

2.

The address of the location the product was shipped

from.

3.

The date of the sale or distribution of the product.

4.

The name and quantity of the product involved.

5.

The name and address of the person who purchased the
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98 retention period. Records kept at a central location outside of

99 this state which are not electronically retrievable must be made

100 available for inspection within 2 working days after a request

101 by an authorized official of a federal, state, or local law

102 |enforcement agency. Records maintained at a central location

103 within this state must be maintained at an establishment that is

104 |permitted pursuant to this part and such records must be readily

105 available for inspection When pedigree papers—are reguired by

106 Ehis—part——awhotlesole distributer wustwaintain the pedigree

107 |papers—sepaorate and distinet from other records reqguiredunder
108 |this——part.

109 (f) Records required to be kept pursuant to this subsection

110 |must be maintained as specified for a period of not less than 6

111 years from the date of disposition of the active pharmaceutical

112 ingredients, prescription drugs, over-the-counter drugs, medical

113 devices, or cosmetics.

114 (g) To the extent that prescription drugs are also products

115 as defined in the federal act, as amended, and the information

116 |required by the business records requirements of this section

117 are also included in the tracking and tracing requirements of

118 the federal act, as amended, and departmental rules, the

119 |manufacturer, wholesale distributor, repackager, or dispenser

120 must follow both the requirements of the federal act, as

121 amended, and departmental rules.

122

123 ================= T I TLE A MEDNDDMENT ========s=s=======
124 |And the title is amended as follows:

125 Delete lines 64 - 66

126 and insert:
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recordkeeping requirements; specifying recordkeeping
requirements for manufacturers and repackagers of
medical devices, over-the-counter drugs, and

cosmetics; increasing the quantity of unit doses of
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