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61N-2.001 Application for Complimentary Drug Distributor Permit.

A complimentary drug distributor permit is required for any person that engages in the distribution of a complimentary drug, subject to the requirements of Section 499.028, F.S. A person, prior to engaging in activity for which a complimentary drug distributor permit is required, must file with the department a completed application on form number DBPR-DDC-221, Application for Permit as a Complimentary Drug Distributor, effective April 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Division 61N, F.A.C. This form is available upon request from the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics, 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at https://www.flrules.org/Gateway/reference.asp?No=Ref-06903.
Rulemaking Authority 499.012(3), 499.028(11)(a), 499.05 FS. Law Implemented 499.01, 499.012, 499.0121, 499.028, 499.04, 499.041, 499.005(6), 499.0051(13), 499.051(1), 559.79 FS. History‒New 6-9-16.

61N-2.002 Application for Cosmetic Manufacturer Permit.

A cosmetic manufacturer permit is required for any person that manufactures or repackages cosmetics in this state. A person that only labels or changes the labeling of a cosmetic but does not open the container sealed by the manufacturer of the product is exempt from obtaining a permit. A person located in this state, prior to engaging in activity for which a cosmetic manufacturer permit is required, must file with the department a completed application on form number DBPR-DDC-206, Application for Permit as a Cosmetic Manufacturer, effective July 2017, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Division 61N, F.A.C. This form is available upon request from the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics, 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-08710.
Rulemaking Authority 499.012(3), 499.041(1)(c) FS. Law Implemented 499.01, 499.012, 499.0121, 499.015, 499.04, 499.041, 499.005(6), 499.0051(13), 499.051(1), 559.79 FS. History‒New 6-9-16, Amended 10-24-17.
61N-2.004 Application for Diethyl Ether Manufacturer, Distributor, Dealer or Purchaser Permit.

Any person who manufactures, distributes, or deals in ether in this state must possess a current valid license issued by the department, except that a manufacturer, distributor, or dealer who also purchases ether in this state shall not be required to obtain an additional permit as a purchaser of ether. A person, prior to engaging in activity for which a diethyl ether manufacturer, distributor, dealer, or purchaser permit is required, must file with the department a completed application on form number DBPR-DDC-233, Application for Permit as a Diethyl Ether Manufacturer, Distributor, Dealer or Purchaser, effective April 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Division 61N, F.A.C. This form is available upon request from the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics, 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-06905.
Rulemaking Authority 499.62, 499.63, 499.64, 499.701 FS. Law Implemented 499.62, 499.63, 499.64, 499.66, 499.67, 559.79 FS. History‒New 6-9-16.
61N-2.005 Application for Freight Forwarder Permit.

A freight forwarder permit is required for any person that engages in the distribution of a prescription drug as a freight forwarder unless the person is a common carrier. A person, prior to engaging in activity for which a freight forwarder permit is required, must file an application on form number DBPR-DDC-225, Application for Permit as a Freight Forwarder, effective April 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Division 61N, F.A.C. This form is available upon request from the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics, 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-06906.
Rulemaking Authority 499.012(3), 499.04, 499.041(2)(e), 499.05 FS. Law Implemented 499.01, 499.012, 499.0121, 499.04, 499.041, 499.005(6), 499.0051(13), 499.051(1), 599.79 FS. History‒New 6-9-16.
61N-2.006 Application for Health Care Clinic Establishment Permit.

A health care clinic establishment permit is required for the purchase of a prescription drug by a place of business at one general physical location that provides health care or veterinary services, which is owned and operated by a business entity that has been issued a federal employer tax identification number. A person located in this state, prior to engaging in activity for which a health care clinic establishment permit is required, must file a completed application on form number DBPR-DDC-224, Application for Permit as a Health Care Clinic Establishment, effective April 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Division 61N, F.A.C. This form is available upon request from the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics, 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-06908.
Rulemaking Authority 499.012(3), 499.041, 499.05 FS. Law Implemented 499.01, 499.012, 499.0121, 499.04, 499.041, 499.005(6), 499.0051(13), 499.051(1), 559.79 FS. History‒New 6-9-16.
61N-2.008 Application for Medical Gas Manufacturer Permit.

A medical gas manufacturer permit is required for a person or entity located in this state which engages in the manufacture of medical gases by physical air separation, chemical action, purification, or filling containers by a liquid-to-liquid, liquid-to-gas, or gas-to-gas process and distributes those medical gases within this state. A person located in this state, prior to engaging in activity for which a medical gas manufacturer permit is required, must file with the department a completed application on form number DBPR-DDC-204, Application for Permit as a Medical Gas Manufacturer, effective April 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Division 61N, F.A.C. This form is available upon request from the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics, 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-06909.
Rulemaking Authority 499.831, 499.834 FS. Law Implemented 499.005(6), 499.005(13), 499.051(1), 499.81, 499.83, 499.831, 499.832, 499.833, 499.834, 499.84, 499.85, 499.86, 499.87, 499.88, 499.89, 499.90, 499.91, 499.92, 499.93, 499.931, 559.79 FS. History‒New 6-9-16.
61N-2.009 Application for Medical Gas Wholesale Distributor Permit.

A medical gas wholesale distributor permit is required for wholesale distribution, whether within or into this state. A person, prior to engaging in activity for which a medical gas wholesale distributor permit is required, must file with the department a completed application on form number DBPR-DDC-217, Application for Permit as a Medical Gas Wholesale Distributor, effective April 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Division 61N, F.A.C. This form is available upon request from the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics, 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-06910.
Rulemaking Authority 499.831, 499.834 FS. Law Implemented 499.005(6), 499.0051(13), 499.051(1), 499.81, 499.83, 499.831, 499.832, 499.833, 499.834, 499.84, 499.85, 499.86, 499.87, 499.88, 499.89, 499.90, 499.91, 499.92, 499.93, 499.931, 559.79 FS. History‒New 6-9-16.
61N-2.010 Application for Medical Oxygen Retail Establishment Permit.

A medical oxygen retail establishment permit is required for an entity that is located in the state and that sells or delivers medical oxygen directly to patients in this state. A person located in this state, other than a pharmacy licensed under Chapter 465, F.S., prior to engaging in activity for which a medical oxygen retail establishment permit is required, must file with the department a completed application on form number DBPR-DDC-223, Application for Permit as a Medical Oxygen Retail Establishment, effective April 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Division 61N, F.A.C. This form is available upon request from the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics, 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-06911.
Rulemaking Authority 499.831, 499.834 FS. Law Implemented 499.005(6), 499.0051(13), 499.051(1), 499.81, 499.83, 499.831, 499.832, 499.833, 499.834, 499.84, 499.85, 499.86, 499.87, 499.88, 499.89, 499.90, 499.91, 499.92, 499.93, 499.931, 559.79 FS. History‒New 6-9-16.
61N-2.011 Application for Nonresident Prescription Drug Manufacturer Permit.

A nonresident prescription drug manufacturer permit is required for any person, located outside of Florida, that is a manufacturer of a prescription drug and that engages in the distribution of such prescription drug into Florida. A person engaging in activity for which a nonresident prescription drug manufacturer permit is required, must file an application on form number DBPR-DDC-202, Application for Permit as a Nonresident Prescription Drug Manufacturer, effective February 2017, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Rule Division 61N, F.A.C. This form is available upon request from the Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-08056.

Rulemaking Authority 499.01, 499.012, 499.0121, 499.04, 499.041, 499.05 FS. Law Implemented 499.01, 499.012, 499.0121, 499.015, 499.04, 499.041, 499.05, 559.79 FS. History‒New 5-11-17.
61N-2.0111 Application for Nonresident Prescription Drug Manufacturer – Virtual Permit.

A nonresident prescription drug manufacturer – virtual permit is required for any person, located outside of Florida, that is a manufacturer of a prescription drug and that engages in the distribution of such prescription drug into Florida, but does not engage in the physical possession of any prescription drug. A person engaging in activity for which a nonresident prescription drug manufacturer – virtual permit is required, must file an application on form number DBPR-DDC-236, Application for Permit as a Nonresident Prescription Drug Manufacturer – Virtual, effective July 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Rule Division 61N, F.A.C. This form is available upon request from the Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-07650.
Rulemaking Authority 499.01, 499.05, 499.012, 499.0121, 499.04, 499.041 FS. Law Implemented 499.01, 499.05, 499.012, 499.0121, 499.015, 499.04, 499.041, 559.79 FS. History‒New 1-11-17.
61N-2.012 Application for Out-of-State Prescription Drug Wholesale Distributor Permit.

An out-of-state prescription drug wholesale distributor permit is required for any person, located outside of Florida but within the United States or its territories, that engages in the wholesale distribution of prescription drugs into Florida. A person, prior to engaging in activity for which an out-of-state prescription drug wholesale distributor permit is required, must file with the department a completed application on form number DBPR-DDC-214, Application for Out-of-State Prescription Drug Wholesale Distributor Permit, effective March 2017, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Rule Division 61N, F.A.C. This form is available upon request from the Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399, (850)717-1800, or at https://www.flrules.org/Gateway/reference.asp?No=Ref-08481.

Rulemaking Authority 499.012(3), 499.012(5), 499.04, 499.05, 499.041(2)(b) FS. Law Implemented 499.005, 499.0051, 499.012, 499.0121, 499.028, 499.04, 499.041, 499.05, 499.051, 499.067, 559.79 FS. History‒New 7-11-17.
61N-2.013 Application for Over-The-Counter Drug Manufacturer Permit.

An over-the-counter drug manufacturer permit is required for any person that engages in the manufacture or repackaging of an over-the-counter drug. A person located in this state, other than a pharmacy operating in compliance with pharmacy practice standards set forth in Chapter 465, F.S., and the rules promulgated thereunder, engaging in activity for which an over-the-counter drug manufacturer permit is required, must file an application on form number DBPR-DDC-205, Application for Permit as an Over-The-Counter Drug Manufacturer, effective April 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Division 61N, F.A.C. This form is available upon request from the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics, 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-06912.
Rulemaking Authority 499.012(3), 499.041(1)(d) FS. Law Implemented 499.01, 499.012, 499.0121, 499.015, 499.04, 499.041, 499.005(6), 499.0051(13), 499.051(1), 559.79 FS. History‒New 6-9-16.

61N-2.014 Application for Prescription Drug Manufacturer Permit.

A prescription drug manufacturer permit is required for any person that is a manufacturer of a prescription drug and that manufactures or distributes such prescription drugs in this state. A person located in this state engaging in activity for which a prescription drug manufacturer permit is required, must file an application on form number DBPR-DDC-201, Application for Permit as a Prescription Drug Manufacturer, effective April 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Division 61N, F.A.C. This form is available upon request from the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics, 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-06913.

Rulemaking Authority 499.012(3), 449.041(1)(a) FS. Law Implemented 499.01, 499.012, 499.0121, 499.015, 499.04, 499.041, 499.005(6), 499.0051(13), 499.051(1), 559.79 FS. History‒New 6-9-16.
61N-2.0141 Application for Prescription Drug Manufacturer - Virtual Permit.

A prescription drug manufacturer – virtual permit is required for any person, located in Florida, that is a manufacturer of a prescription drug and that manufactures and distributes such prescription drug in or into Florida, but does not engage in the physical possession of any prescription drug.  A person engaging in activity for which a prescription drug manufacturer – virtual permit is required, must file an application on form number DBPR-DDC-235, Application for Permit as a Prescription Drug Manufacturer – Virtual, effective July 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Rule Division 61N, F.A.C. This form is available upon request from the Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-07651.
Rulemaking Authority 499.01, 499.05, 499.012, 499.0121, 499.04, 499.041 FS. Law Implemented 499.01, 499.05, 499.012, 499.0121, 499.015, 499.04, 499.041, 559.79 FS. History‒New 1-11-17.

61N-2.015 Application for Prescription Drug Repackager Permit.

A prescription drug repackager permit is required for any person, located in Florida, that is a repackager of a prescription drug and that distributes such prescription drug in or within Florida. A person engaging in activity for which a prescription drug repackager permit is required, must file an application on form number DBPR-DDC-203, Application for Permit as a Prescription Drug Repackager, effective February 2017, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Rule Division 61N, F.A.C. This form is available upon request from the Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-07913.

Rulemaking Authority 499.01, 499.012, 499.0121, 499.04, 499.041, 499.05 FS. Law Implemented 499.01, 499.012, 499.0121, 499.015, 499.04, 499.041, 499.05, 559.79 FS. History‒New 5-11-17.
61N-2.0151 Application for Nonresident Prescription Drug Repackager Permit.

A nonresident prescription drug repackager permit is required for any person, located outside of Florida, that is a repackager of a prescription drug and that distributes such prescription drug into Florida. A person engaging in activity for which a nonresident prescription drug repackager permit is required, must file an application on form number DBPR-DDC-237, Application for Permit as a NonResident Prescription Drug Repackager, effective July 2016, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Rule Division 61N, F.A.C. This form is available upon request from the Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800, or at http://www.flrules.org/Gateway/reference.asp?No=Ref-07653.
Rulemaking Authority 499.01,499.05, 499.012, 499.0121, 499.04, 499.041 FS. Law Implemented 499.01, 499.05, 499.012, 499.0121, 499.015, 499.04, 499.041, 559.79 FS. History‒New 1-11-17.
61N-2.016 Application for Prescription Drug Wholesale Distributor Permit.

A prescription drug wholesale distributor permit is required for any person, located inside of Florida, that engages in the wholesale distribution of prescription drugs in Florida. A person, prior to engaging in activity for which a prescription drug wholesale distributor permit is required, must file with the department a completed application on form number DBPR-DDC-213, Application for a Prescription Drug Wholesale Distributor Permit, effective March 2017, adopted and incorporated herein by reference and comply with all the requirements for permitting in Chapter 499, F.S., and Rule Division 61N, F.A.C. This form is available upon request from the Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399, (850)717-1800, or at https://www.flrules.org/Gateway/reference.asp?No=Ref-08483.

Rulemaking Authority 499.012(3), 499.012(5), 499.04, 499.05, 499.041(2)(b) FS. Law Implemented 499.005, 499.0051, 499.012, 499.0121, 499.028, 499.04, 499.041, 499.05, 499.051, 499.067, 559.79 FS. History‒New 7-11-17.
61N-2.018 Application for Restricted Prescription Drug Distributor – Blood Establishment Permit.
A Restricted Prescription Drug Distributor – Blood Establishment Permit is required for any establishment located in this state that collects blood and blood components only from volunteer donors as defined in Section 381.06014, F.S., or pursuant to an authorized practitioner’s order for medical treatment or therapy and engages in the wholesale distribution of a prescription drug not described in Section 499.003(48)(j), F.S., to a healthcare entity. An applicant wishing to obtain a Restricted Prescription Drug Distributor – Blood Establishment Permit as required under Section 499.01(2)(h), F.S., shall submit a complete application to the department on Form DBPR-DDC-234, Application for Restricted Prescription Drug Distributor – Blood Establishment Permit, effective December 2017, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-09236, together with the appropriate fees. A copy of Form DBPR-DDC-234, Application for Restricted Prescription Drug Distributor – Blood Establishment Permit, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.

Rulemaking Authority 499.01, 499.012, 499.041(4), 499.05 FS. Law Implemented 499.005(6), 499.0051(13), 499.01, 499.012, 499.0121, 499.041(4), 499.05, 499.051(1), 559.79 FS. History‒New 5-8-18.
61N-2.019 Application for Restricted Prescription Drug Distributor – Charitable Organization Permit.

A Restricted Prescription Drug Distributor – Charitable Organization Permit is required  for a charitable organization to authorize the possession or transfer of prescription drugs, including prescription drug samples, as set forth in subsection 61N-1.023(1), F.A.C. An applicant wishing to obtain a Restricted Prescription Drug Distributor – Charitable Organization Permit as required under Section 499.01(2)(h), F.S., shall submit a complete application to the department on Form DBPR-DDC-208, Application for Restricted Prescription Drug Distributor – Charitable Organization Permit, effective April 2018, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-09280, together with the appropriate fees. A copy of Form DBPR-DDC-208, Application for Restricted Prescription Drug Distributor – Charitable Organization Permit, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05, 499.041 FS. Law Implemented 499.01, 499.012, 499.05, 559.79, 499.041 FS. History‒New 6-4-18.
61N-2.020 Application for Restricted Prescription Drug Distributor – Destruction Permit.
A Restricted Prescription Drug Distributor – Destruction Permit is required for a person to take possession in Florida of a prescription drug for the purpose of arranging for its destruction, including persons transporting prescription drugs to a destruction facility or warehousing prescription drugs awaiting destruction, but does not include the manufacturer of that drug or a permitted Restricted Prescription Drug Distributor – Reverse Distributor. Applicants wishing to obtain a Restricted Prescription Drug Distributor – Destruction Permit shall submit a complete application to the department on form DBPR-DDC-210, Application for Restricted Prescription Drug Distributor – Destruction Permit, effective April 2018, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-09281, together with the appropriate fees. A copy of Form DBPR-DDC-210, Application for Restricted Prescription Drug Distributor – Destruction Permit, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05, 499.041 FS. Law Implemented 499.01(2)(h), 499.012, 499.05, 499.041 FS. History‒New 6-4-18.
61N-2.021 Application for Permit as a Restricted Prescription Drug Distributor – Government Programs.

A Restricted Prescription Drug Distributor – Government Programs Permit is required for a state or local government agency, or any entity eligible to purchase prescription drugs at public health services prices to distribute its prescription drugs to a contract provider or its subcontractor for administering or dispensing to eligible patients of the entity under the eligible program. A prescription drug distributed under this permit may not be sold or transferred for reimbursement or payment of any kind. An applicant wishing to obtain a Restricted Prescription Drug Distributor – Government Programs Permit as required under Section 499.01(2)(h), F.S., shall submit a complete application to the department on Form DBPR-DDC-211, Application for Permit as a Restricted Prescription Drug Distributor – Government Programs, effective September 2019, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-11271, together with the appropriate fees. A copy of Form DBPR-DDC-211, Application for Permit as a Restricted Prescription Drug Distributor – Government Programs, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05, 499.041 FS. Law Implemented 499.01, 499.012, 499.0121, 499.041, 499.05, 559.79 FS. History‒New 12-23-19.
61N-2.022 Application for Permit as a Restricted Prescription Drug Distributor – Health Care Entity.

A Restricted Prescription Drug Distributor – Health Care Entity Permit is required for a hospital or health care entity for the limited purpose of transferring prescription drugs among hospitals or other health care entities that are either: (1) under common control; or (2) members of a group purchasing organization; or (3) a warehouse or purchasing depot of a university to transfer prescription drugs to practitioner or non-practitioner researchers for university sponsored research conducted in accordance with Section 1004.22, F.S. An applicant wishing to obtain a Restricted Prescription Drug Distributor – Health Care Entity Permit shall submit a complete application to the department on Form DBPR-DDC-207, Application for Permit as a Restricted Prescription Drug Distributor – Health Care Entity, effective September 2019, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-11420, together with the appropriate fees. A copy of Form DBPR-DDC-207, Application for Permit as a Restricted Prescription Drug Distributor – Health Care Entity, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05, 499.041 FS. Law Implemented 499.01, 499.012, 499.0121, 499.041, 499.05, 559.79 FS. History‒New 1-28-20.
61N-2.023 Application for Permit as a Restricted Prescription Drug Distributor – Institutional Research.

A Restricted Prescription Drug Distributor – Institutional Research Permit is required for a licensed pharmacy of a university to transfer prescription drugs to practitioner or non-practitioner researchers for university sponsored research conducted in accordance with Section 1004.22, F.S., as set forth in subsection 61N-1.023(6), F.A.C. An applicant wishing to obtain a Restricted Prescription Drug Distributor – Institutional Research Permit shall submit a complete application to the department on Form DBPR-DDC-212, Application for Permit as a Restricted Prescription Drug Distributor – Institutional Research, effective September 2019, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-11421, together with the appropriate fees. A copy of Form DBPR-DDC-212, Application for Permit as a Restricted Prescription Drug Distributor – Institutional Research, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05, 499.041 FS. Law Implemented 499.01, 499.012, 499.0121, 499.041, 499.05, 559.79 FS. History‒New 1-28-20.
61N-2.024 Application for Restricted Prescription Drug Distributor – Reverse Distributor Permit.
A Restricted Prescription Drug Distributor – Reverse Distributor Permit is required for any person located in this state who engages in the handling, processing and removal of expired or otherwise adulterated or unsuitable prescription drugs on behalf of licensed pharmacies, practitioners, wholesalers, or other persons authorized to possess prescription drugs, for return to the manufacturer or source of the prescription drug or for destruction. An applicant wishing to obtain a Restricted Prescription Drug Distributor – Reverse Distributor Permit shall file a complete application with the department on form DBPR-DDC-209, Application for Restricted Prescription Drug Distributor – Reverse Distributor Permit, effective April 2018, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-09283, together with the appropriate fees. A copy of Form DBPR-DDC-209, Application for Restricted Prescription Drug Distributor – Reverse Distributor Permit, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05, 499.041 FS. Law Implemented 499.01(2)(h), 499.012, 499.003(48)(b), 499.05, 499.041, 559.79 FS. History‒New 6-4-18.
61N-2.025 Application for Permit as a Retail Pharmacy Drug Wholesale Distributor.

A Retail Pharmacy Drug Wholesale Distributor Permit is required for any retail pharmacy as defined in Section 499.003(46), F.S., that is engaged in wholesale distribution of prescription drugs within this state under the conditions enumerated in Section 499.01(2)(g), F.S. 

An applicant wishing to obtain a Retail Pharmacy Drug Wholesale Distributor Permit must file an application on form number DBPR-DDC-218, Application for Permit as a Retail Pharmacy Drug Wholesale Distributor, effective November 2019, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-11584, together with the appropriate fees. A copy of Form DBPR-DDC-218, Application for Permit as a Retail Pharmacy Drug Wholesale Distributor, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices, and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05, 499.041 FS. Law Implemented 499.01, 499.012, 499.05, 499.041, 559.79 FS. History‒New 2-26-20.
61N-2.026 Application for Third Party Logistics Provider permit.

A Third Party Logistics Provider permit is required for any person that contracts with a prescription drug wholesale distributor or prescription drug manufacturer to provide warehousing, distribution, or other logistics services on behalf of a manufacturer, wholesale distributor, or dispenser, but who does not take title to the prescription drug or have responsibility to direct the sale or disposition of the prescription drug. An applicant wishing to obtain a Third Party Logistics Provider permit as required under Section 499.01(1)(q), F.S., shall submit a complete application to the department on Form DBPR-DDC-220, Application for Third Party Logistics Provider permit, effective April 2018, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-09497, together with the appropriate fees. A copy of Form DBPR-DDC-220, Application for Third Party Logistics Provider permit, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05, 499.041 FS. Law Implemented 499.01, 499.012, 499.05, 499.041, 559.79 FS. History‒New 6-24-18.
61N-2.027 Application for Permit as a Veterinary Prescription Drug Retail Establishment.

A Veterinary Prescription Drug Retail Establishment Permit is required for any person that sells veterinary prescription drugs to the public pursuant to the requirements of Sections 499.01(2)(k)1.-7., F.S., but does not include a pharmacy licensed under Chapter 465, F.S. Applicants wishing to obtain a Veterinary Prescription Drug Retail Establishment Permit shall submit a complete application to the Department on form DBPR-DDC-222, Application for Permit as a Veterinary Prescription Drug Retail Establishment, effective November 2019, incorporated herein by reference, https://www.flrules.org/Gateway/reference.asp?No=Ref-11413, together with the appropriate fees. A copy of Form DBPR-DDC-222, Application for Permit as a Veterinary Prescription Drug Retail Establishment, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices, and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.041(3)(a), 499.05 FS. Law Implemented 499.01(2)(k), 499.012, 499.0121, 499.04, 499.041(3)(a), 499.05, 499.051, 559.79 FS. History‒New 1-28-20.
61N-2.028 Application for Permit as a Veterinary Prescription Drug Wholesale Distributor.
A Veterinary Prescription Drug Wholesale Distributor Permit is required for any person that engages in the distribution of veterinary prescription drugs in or into this state, except that a veterinary prescription drug wholesale distributor that also distributes prescription drugs subject to, defined by, or described by s. 503(b) of the Federal Food, Drug, and Cosmetic Act which it did not manufacture must obtain a permit as a Prescription Drug Wholesale Distributor, an Out-of-state Prescription Drug Wholesale Distributor, or a Limited Prescription Drug Veterinary Wholesale Distributor in lieu of the Veterinary Prescription Drug Wholesale Distributor Permit. Applicants wishing to obtain a Veterinary Prescription Drug Wholesale Distributor Permit shall submit a complete application to the Department on form DBPR-DDC-216, Application for Permit as a Veterinary Prescription Drug Wholesale Distributor, effective November 2019, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-11412, together with the appropriate fees. A copy of Form DBPR-DDC-216, Application for Permit as a Veterinary Prescription Drug Wholesale Distributor, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices, and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.04 , 499.041 499.05 FS. Law Implemented 499.01(2)(l), 499.012, 499.05, 499.04, 559.79 FS. History‒New 1-28-20.
61N-2.029 Application for Change of Mailing Address

A current permitholder wishing to change their mailing address shall submit a complete application to the department on Form DBPR-DDC-238, Application for Change of Mailing Address, effective January 2018, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-09238. A copy of Form DBPR-DDC-238, Application for Change of Mailing Address, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05 FS. Law Implemented 499.01, 499.012, 499.0121, 499.05, 559.79 FS. History‒New 5-8-18.
61N-2.030 Application for Name Change.
A current permitholder wishing to change their name shall submit a complete application to the department on Form DBPR-DDC-110, Application for Name Change, effective January 2018, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-09237. A copy of Form DBPR-DDC-110, Application for Name Change, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05 FS. Law Implemented 499.01, 499.012, 499.05, 559.79 FS. History‒New 5-8-18.
61N-2.031 Application for Change of Physical Location.
A current permit holder wishing to change their physical location shall submit a complete application to the department on Form DBPR-DDC-109, Application for Change of Physical Location, effective January 2018, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-09284, together with the appropriate fees. A copy of Form DBPR-DDC-109, Application for Change of Physical Location, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.

Rulemaking Authority 499.01, 499.012, 499.05, 499.833 FS. Law Implemented 499.003(18), 499.01, 499.012, 499.05, 499.833, 559.79 FS. History‒New 5-28-18.
61N-2.032 Application for Certificate of Free Sale.
A current product registration holder wishing to obtain a Certificate of Free Sale for their product shall submit a complete application to the department on Form DBPR-DDC-239, Application for Certificate of Free Sale, effective January 2018, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-09055, together with the appropriate fees. A copy of Form DBPR-DDC-239, Application for Certificate of Free Sale, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.

Rulemaking Authority 499.015, 499.05 FS. Law Implemented 499.003(6), 499.015, 499.05, 499.041(7) FS. History‒New 4-12-18.
61N-2.033 Application for Certification as a Designated Representative.

Certification as a Designated Representative is required for any natural person who is designated by a prescription drug wholesale distributor or out-of-state prescription drug wholesale distributor to act as their designated representative pursuant to Section 499.012(15), F.S. An applicant wishing to obtain certification as a designated representative as required under Section 499.012(15), F.S., shall submit a complete application to the department on Form DBPR-DDC-226, Application for Certification as a Designated Representative, effective January 2018, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-09256, together with the appropriate fees. A copy of Form DBPR-DDC-226, Application for Certification as a Designated Representative, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.

Rulemaking Authority 499.01, 499.012, 499.0121, 499.04, 499.041, 499.05 FS. Law Implemented 499.01, 499.012, 499.0121, 499.015, 499.04, 499.041, 499.05, 559.79 FS. History‒New 4-12-18.
61N-2.038 Application for Temporary Permit due to Change of Ownership.
When an establishment that requires a permit pursuant to this part submits an application for a change of ownership or controlling interest with the required fees, the establishment may also submit a request for a temporary permit granting the establishment authority to operate no more than 90 calendar days.  The establishment must submit the request for a temporary permit due to change of ownership on form DBPR-DDC-246, application for temporary permit due to change of ownership, effective August 2022, incorporated herein by reference, https://www.flrules.org/Gateway/reference.asp?No=Ref-14196. A copy of Form DBPR-DDC-246, Application for temporary permit due to change of ownership, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05 FS. Law Implemented 499.012(6)(d), 559.79 FS. History‒New 8-28-22.
61N-2.039 Application for Temporary Permit due to Change of Physical Location.
When an establishment that requires a permit pursuant to this part submits an application for a change of physical location with the required fees, the establishment may also submit a request for a temporary permit granting the establishment authority to operate no more than 90 calendar days.  The establishment must submit the request for a temporary permit due to change of physical location on form DBPR-DDC-247, application for temporary permit due to change of physical location, effective August 1, 2022, incorporated herein by reference, http://www.flrules.org/Gateway/reference.asp?No=Ref-14197. A copy of Form DBPR-DDC-247, Application for temporary permit due to change of physical location, can be obtained at https://www.myfloridalicense.com or by contacting the Department of Business and Professional Regulation, Division of Drugs, Devices and Cosmetics at 2601 Blair Stone Road, Tallahassee, Florida 32399-1047, (850)717-1800.
Rulemaking Authority 499.01, 499.012, 499.05 FS. Law Implemented 499.012(6)(d), 559.79 FS. History‒New 8-28-22.
