CHAPTER 5K-10

MILK, MILK PRODUCTS AND FROZEN DESSERTS

5K-10.001
Documents Incorporated by Reference and Definitions
5K-10.002
Permits, Licenses and Inspections
5K-10.003
Dating; Standards for Milk, Milk Products, Manufactured Milk Products and Frozen Desserts
5K-10.004
Future Dairy Farms, Milk Plants, Manufacturing Milk Plants and Frozen Dessert Plants

5K-10.005
Guidelines for Imposing Administrative Penalties

5K-10.006
Hemp Extract
5K-10.001 Documents Incorporated by Reference and Definitions.

(1) The following materials are hereby incorporated by reference and shall apply in the interpretation and enforcement of Chapter 502, F.S. Copies of all referenced materials are available at the Florida Department of Agriculture and Consumer Services, Division of Food Safety, Bureau of Dairy Industry, 3125 Conner Boulevard, Suite C, Tallahassee, Florida 32399-1650 and online as indicated.

(a) Grade A Pasteurized Milk Ordinance (“PMO”), 2017 Revision, Public Health Service/Food and Drug Administration, its Appendices and notes available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12004.
(b) The Procedures Governing the Cooperative State-Public Health Service/Food and Drug Administration Program of the National Conference on Interstate Milk Shipments, 2017 Revision, available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12005.
(c) Methods of Making Sanitation Rating of Milk Shippers and the Certifications/Listings of Single-Service Containers and/or Closures for Milk and/or Milk Products Manufacturers (MMSR), 2017 Revision, available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12055 and http://www.flrules.org/Gateway/reference.asp?No=Ref-12056.
(d) Evaluation of Milk Laboratories, 2017 Revision, available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12006.
(e) 21 Code of Federal Regulations, Parts 7, 11,101, 108, 110, 113, 114, 117, 130.10, 130.17, 131, 133, 135, 173.10, 174-178, 182.6285, 184.1666, 184.1979, 1240.61, Revised April 1, 2017, available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12018 and http://www.flrules.org/Gateway/reference.asp?No=Ref-12019.
(f) 40 Code of Federal  Regulations, Parts 141, 152.500, 156.10, 158, 180.940, Revised July 1, 2017 and available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12023 and http://www.flrules.org/Gateway/reference.asp?No=Ref-12020.
(g) 7 Code of Federal Regulations, Part 58, Subpart B, 58.101(e), (g), (n), (t), (u), (v), (w); 58.125-58.131; 58.142, 58.147; 58-148 (B)-(F); 58.150-58.154; 58.205-58.247; 58.305-58.344; 58.405-58.445; 58.605-58.645; 58.647-58.654; 58.705-58.732; and 58.805-58.811, Revised January 1, 2017, available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12016. 

(h) Frozen Desserts Processing Guidelines, 1st edition, October 1989 published by the Milk Safety Branch, Division of Cooperative Programs, U.S. Food and Drug Administration. Copies are available for inspection during regular business hours at the Florida Administrative Code and Register, R.A. Gray Building, 500 South Bronough Street, Tallahassee, FL 32399-0250 and at the Florida Department of Agriculture and Consumer Services, Division of Food Safety, 3125 Conner Boulevard, Tallahassee, FL 32399-1650. Posting of the aftermentioned materials on the internet for purposes of public examination would violate federal copyright law.

(i) United States Standards for Grades of Nonfat Dry Milk (Spray Process), February 2, 2001. Available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12007.

(j) United States Standards for Grades of Dry Whole Milk, April 13, 2001. Available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12008.

(k) United States Standards for Dry Whey, December 14, 2000. Available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12009.

(l) Milk for Manufacturing Purposes and its Production and Processing (“MMPPP”), July 21, 2011. Available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-12010.

(m) Standard Methods for the Examination of Dairy Products, 17th Edition, June 1, 2004 published by the American Public Health Association. Copies may be obtained from APHA Headquarters, 800 I Street N.W., Washington D.C. 20001or https://secure.apha.org/imis/APHA/Store/Search_Bookstore and are also available for public inspection during regular business hours at the Florida Administrative Code and Register, R.A. Gray Building, 500 South Bronough Street, Tallahassee, FL 32399-0250 and at the Florida Department of Agriculture and Consumer Services, Division of Food Safety, 3125 Conner Boulevard, Tallahassee, FL 32399-1650. Posting of the aftermentioned materials on the internet for purposes of public examination would violate federal copyright law.

(n) Standard Methods for the Examination of Water and Wastewater, 23rd Edition, (2017), published by the American Public Health Association, American Water Works Association, Water Environment Federation. Copies may be obtained from AWWA, 6666 W. Quincy Ave., Denver, CO 80235 or https://www.awwa.org/Store/Product-Details/productId/65266295, and are also available for public inspection during regular business hours at the Florida Administrative Code and Register, R.A. Gray Building, 500 South Bronough Street, Tallahassee, FL 32399-0250 and at the Florida Department of Agriculture and Consumer Services, Division of Food Safety, 3125 Conner Boulevard, Tallahassee, FL 32399-1650. Posting of the aftermentioned materials on the internet for purposes of public examination would violate federal copyright law.

(2) Definitions. In addition to the definitions in Chapter 502, F.S., and the definitions in the materials incorporated by reference, the following definitions shall apply: 
(a) “Adulterated” means any milk, milk product or frozen dessert if:

1. It bears or contains any poisonous or deleterious substance in a quantity which may render it injurious to health.

2. It consists, in whole or in part, of any substance unfit for human consumption.

3. It has been produced, processed, prepared, packed, or held under unsanitary conditions.

4. Its container is composed, in whole or in part, of any poisonous or deleterious substance which may render the contents injurious to health, or;

5. Any substance has been added thereto or mixed or packed therewith so as to increase its bulk or weight, reduce its quality or strength, or make it appear better or of greater value than it is.

(b) “Bulky Flavored” means Frozen desserts, Mix or other defined products flavored with a bulky flavor ingredient such as chocolate, fruit, nut, malted milk, confectionery, or cereal.

(c) “Bulk Milk Hauler/Sampler” means any person who collects official samples and may transport raw milk from a farm and/or raw milk products to or from a milk plant, receiving station or transfer station and has in their possession a permit from any Regulatory Agency to sample such products. This term also includes “milk haulers.”

(d) “Bulk Milk Hauling Service” means any person who hauls or causes to be hauled bulk milk or milk products from a dairy farm, transfer station, receiving station or milk and milk products plant to another location and/or a person or entity responsible for a bulk milk pickup tanker.

(e) “Butter” means a food product usually known as butter, and which is made exclusively from milk or cream, or both, with or without common salt, with or without additional coloring matter, and containing not less than 80 percent by weight of milkfat, of which all tolerances having been allowed.

(f) “Certified Direct Load Operator” means any person permitted by the Department and employed by a milk producer to operate a direct load system on a permitted dairy farm. This includes the cleaning and sanitizing of in-line samplers and the preparation of bulk milk tankers to receive raw milk from the dairy farm.

(g) “Cheese” means a fresh or matured product obtained by draining after coagulation of milk, cream, skimmed, or partly skimmed milk or a combination of some or all of these products and including any cheese that conforms to the requirements of the Food and Drug Administration for cheeses and related cheese products in 21 CFR part 133 incorporated by reference in paragraph (1)(e).

(h) “Degraded milk” means milk that fails to meet the minimum requirements of subsection 5K-10.003(3), F.A.C.

(i) “Department” means the Department of Agriculture and Consumer Services.

(j) “Depot” means any place, premise or establishment in which Mix, Frozen desserts, defined products, ingredients, containers, or supplies are stored for further distribution. 

(k) “Frozen Yogurt” means food which is prepared by freezing, while stirring, a Mix composed of one or more of the optional dairy ingredients provided for in ice cream and frozen custard and which may contain other safe and suitable ingredients. Its dairy ingredients, with or without other ingredients, is (are) pasteurized and subsequently cultured with bacteria, Lactobacillus bulgaricus and Streptococcus thermophilus. The titratable acidity of the cultured frozen yogurt may not be less than 0.5 percent, calculated as lactic acid, except if the frozen yogurt is flavored by the addition of a non-fruit characterizing ingredient(s). Its milkfat content may not be less than 3.25 percent by weight, except that when bulky characterizing ingredients are used the percentage milkfat may not be less than 2.5 percent. The finished frozen yogurt shall weigh not less than 5 pounds per gallon.

(l) “Interstate Milk Shippers (IMS) List” means a list of facilities certified by Milk Sanitation Rating Officers as having attained a score of 90% or greater for sanitation and enforcement compliance rating based on the USPHS/FDA Grade “A” Pasteurized Milk Ordinance, 2017 Revision incorporated by reference in paragraph (1)(a) and produce products in accordance with the procedures set forth in the Methods of Making Sanitation Rating of Milk Shippers and the Certifications/Listing of Single Service Containers and/or Closures for Milk and/or Milk Products Manufacturers (MMSR), 2015 Revision incorporated by reference in paragraph (1)(c).

(m) “Manufacturing Milk Plant” means any place, premises, or establishment where milk is received, collected and used for the production of non-Grade “A” dairy products, such as cheese and butter.

(n) “Manufactured Milk Products” include cheese, butter, non-Grade “A” milk powder, evaporated and condensed milk and such other products, for human consumption, as may be otherwise designated.

(o) “Mix” means a blend of milk, cream, sugar, and stabilizers that could have flavoring packaged for commercial use to be made into ice cream.

(p) “Sealed” means to secure or fasten an opening, connection, or device to prevent intentional and/or unintentional adulteration or tampering of the device or product within.

(q) “Single-Service Container Manufacturer” means any place, premises, or establishment that produces containers and closures used for packaging milk and/or milk products intended for only one (1) use. 

(r) “Sold” means a transfer of milk or milk products that involves any direct or indirect form of compensation in exchange for the right to acquire such milk or milk products.

(s) “Temporary Seal Applicator” means any person permitted by the Department and employed by a manufacturing milk plant, wholesale manufacturer of Frozen dessert and/or Mix or milk plant, to test and replace public health seals on pasteurization equipment. 

(t) “Wholesale Manufacturer of Frozen Dessert and/or Mix” means any place, premises or establishment that produces for wholesale distribution, Frozen dessert as defined in Section 502.012, F.S., 21 CFR 135, and/or Mix as defined in paragraph (2)(o) of this rule. This term includes facilities within the State of Florida and facilities selling Frozen Dessert and/or Mix in Florida.
Rulemaking Authority 502.014, 570.07(23) FS. Law Implemented 502.012, 502.014, 502.053, 502.091 FS. History–New 7-24-70, Amended 1-26-81, 8-31-82, 10-9-86, Formerly 5D-1.01, Amended 12-29-88, 6-27-90, 8-29-93, 12-4-94, 7-2-95, 11-29-95, 10-15-03, 4-14-08, Formerly 5D-1.001, Formerly 5K-4.041, Amended 9-9-20.
5K-10.002 Permits, Licenses and Inspections.

(1) General Permits.

(a) All Milk Plants, Washing Stations, Out-of-State Processors of Milk and Milk Products, Receiving Stations, Transfer Stations, Single Service Container Manufacturers and Operators of Milk Plants shall submit an application on Form DACS-05019 Application for Permit as a Manufacturer of Milk, Milk Products, Cheese, or Containers (Rev. 10/07), hereby incorporated by reference. Milk and Milk Product Distributors shall submit an application on Form DACS-05071 Application for Permit as a Distributor of Milk and Milk Products (Rev. 10/07), hereby incorporated by reference. Copies may be obtained from the Department of Agriculture and Consumer Services, Division of Dairy Industry, 3125 Conner Boulevard, Tallahassee, Florida 32399-1650. To secure and maintain a permit, the applicant must conform to and comply with the provisions of the PMO and Chapter 502, F.S.

(b) All Bulk Milk Hauling Services shall submit an application on Form DACS-05012 Application for a Milk Hauling Service Permit (Rev. 10/07), hereby incorporated by reference. All Bulk Milk Hauler/Samplers shall submit an application on Form DACS-05060 Application for a Bulk Milk Hauler/Sampler Permit (Rev. 10/07), hereby incorporated by reference. Copies may be obtained from the Department of Agriculture and Consumer Services, Division of Dairy Industry, 3125 Conner Boulevard, Tallahassee, Florida 32399-1650. To secure and maintain a permit, the applicant must conform to and comply with the provisions of the PMO and Chapter 502, F.S.

(2) Milkfat Tester Permit. To secure and maintain a Milkfat Tester’s Permit, a person must:

(a) Submit, with the $125.00 application fee, a properly completed Form DACS-05029 Application for Milkfat Tester’s License (Rev. 10/07), hereby incorporated by reference. Copies may be obtained from the Department of Agriculture and Consumer Services, Division of Dairy Industry, 3125 Conner Boulevard, Tallahassee, Florida 32399-1650.

(b) Successfully complete on-site evaluation based on the criteria set forth in Chapter 502, F.S., and Section 6 of the PMO, conducted by the department.

(c) Successfully complete a set of split samples provided by the department, by analyzing with each method for which permitting is sought.

(d) Continue to demonstrate the knowledge, ability and equipment to conduct the analysis by the methods permitted and otherwise comply with Chapter 502, F.S., during the permit’s duration.

(e) Permitted milkfat testers, when changing from one approved method to another or when implementing an additional approved method, must give written notice to the department prior to installation of equipment so that an on-site inspection and evaluation can be conducted and permits amended.

(3) Licenses for Frozen Dessert Plants, both in state and out-of-state, selling product in Florida.

(a) Frozen dessert plants utilizing pasteurization shall be subject to the requirements outlined in Chapter 502, F.S., and Rule Chapter 5K-10, F.A.C. A Frozen Dessert Manufacturer is a person who manufactures, processes, converts, partially freezes, or freezes any mix or frozen dessert for distribution without utilizing pasteurization as outlined in Chapter 502, F.S., including ice cream manufacturers that do not utilize pasteurization, and shall be subject to the requirements outlined in Chapter 500, F.S., and Rule Chapter 5K-4, F.A.C.

(b) Frozen dessert plants shall meet the following requirements in order to secure and maintain said license:

1. Submit an Application for License as a Wholesale Manufacturer of Frozen Desserts and/or Mix FDACS 05016 (Rev. 10/07), hereby incorporated by reference with the required fee. The initial $200.00 application fee shall be paid in full with the initial permit application. The renewal $100.00 application fee shall be paid in full with the annual renewal permit application. A Wholesale Manufacturer of Frozen Dessert and/or Mix license for in-state and out-of-state plants shall expire on June 30 of each year.
2. In-State Frozen Dessert Plant must also:

a. Submit facility plans for approval.

b. Submit a label for each product produced for review.

c. Pass a sanitation inspection. 

d. Make available all products being produced for sampling. Samples collected shall be analyzed for compliance with Rule 5K-10.003, F.A.C.

3. Out-of-State Frozen Dessert Plant must also submit.

a. A valid permit to produce “frozen desserts” from the responsible food or health regulatory agency.

b. A list of distribution points in Florida during initial permitting and during annual renewal. 

c. Documentation evincing that samples taken within the previous six (6) months meet local, state, or federal food safety or health standards from the jurisdiction of origin. The sample results shall meet the requirements of Rule 5K-10.003, F.A.C.

(4) Milk Producer’s Permit. All Milk Producers shall submit an application on Form DACS-05026, Application for Permit as a Florida Milk Producer (Rev. 10/07), hereby incorporated by reference. Copies may be obtained from the Department of Agriculture and Consumer Services, Division of Dairy Industry, 3125 Conner Boulevard, Tallahassee, Florida 32399-1650. To secure and maintain a permit, the applicant must conform to and comply with the provisions of the PMO and Chapter 502, F.S.

(5) In-state Manufacturing Milk Plants.

(a) All in-state Manufacturing Milk Plants shall submit an application on Form DACS-05019, Application for Permit as a Manufacturer of Milk, Milk Products, Cheese, or Containers (Rev. 10/07), hereby incorporated by reference. Copies may be obtained from the Department of Agriculture and Consumer Services, Division of Dairy Industry, 3125 Conner Boulevard, Tallahassee, Florida 32399-1650. To secure and maintain a permit, the applicant must conform to and comply with the provisions of the MMPPP and Chapter 502, F.S.

(b) Firms within the state holding a milk plant permit do not require an additional permit to process manufactured milk products but must comply with the provisions of the MMPPP.

(6) Penalties for Enforcement and Reinstatement of Permits and Licenses.

(a) General Permits listed in subsection (1). Enforcement shall be pursuant to the PMO.

(b) Milkfat Tester’s Permit. Each permitted tester who fails to successfully complete one set of split samples shall have the permit placed in conditional status until the next set of split samples issued by the department has been successfully completed. A permit shall remain conditional for a period not to exceed six months. A milkfat tester shall not:

1. Fail to successfully complete two consecutive sets of split samples, or

2. Falsify records.

(c) Frozen Dessert Plant License. When any requirement of Chapter 502, F.S., or rule under this chapter is violated, the license holder is subject to the suspension of his license. The department shall forego suspension of the license if the product or products in violation are not sold or offered for sale.

(d) Manufacturing Milk Plant Permit. Any manufacturing milk plant whose permit has been suspended may make written application for the reinstatement of its permit. The standards for reinstatement are those set forth in the MMPPP.
(7) Routine Inspections and Tests.

(a) Each business and individual regulated pursuant to this chapter shall permit access of officially designated persons to all parts of its establishment or facilities to determine compliance with the provisions of this chapter. A distributor, plant operator or hauler shall furnish the department, for official use only, a true statement of the actual quantities of products manufactured, and a list of all sources of milk and milk products, records of inspections, tests, and pasteurization time and temperature records as requested. Whenever a milk tank truck has been cleaned and sanitized as required by the department, the outlet valve and manhole dust cover shall be sealed.

(b) General permittees, described in subsection (1) of this rule within the State of Florida shall be subject to ongoing inspections to assure compliance with the PMO’s requirements.

(c) Milkfat Testers shall be subject to periodic split sample tests to assure proficiency.

(d) Frozen Dessert Plants and Manufacturing Milk Plants within the state shall be subject to inspections based upon the criteria and frequency established for milk plant inspections in the PMO. Sampling and testing shall be quarterly, unless test results indicate a more frequent sampling and testing is necessary. Raw milk cheeses shall be tested for pathogens semi-annually.

(e) Pasteurization systems in Manufacturing Milk Plants shall be subject to testing based upon the criteria and frequency established for milk plants in the PMO.

(f) Milk Producers shall be subject to inspections based upon the criteria and frequency described in the PMO.

Rulemaking Authority 502.014 FS. Law Implemented 502.014, 502.053, 502.091, 502.165, 502.231 FS. History–New 9-21-67, Amended 1-26-81, 8-31-82, 8-16-84, Formerly 5D-1.03, Amended 10-9-86, 12-29-88, 6-27-90, 8-29-93, 7-2-95, 10-15-03, 4-14-08, Formerly 5D-1.003, Formerly 5K-4.042, Amended 6-20-22, 11-5-23.
5K-10.003 Dating, Standards for Milk, Milk Products, Manufactured Milk Products and Frozen Desserts.

(1) Shelf-Life Dating and Expiration Dating.

(a) All milk and milk products shall be legibly labeled with their shelf-life date. The date or date code for frozen desserts and other manufactured milk products shall indicate the date of manufacture of the product or the last day the product is to be offered for sale. The standards for labeling for all products shall be in accordance with 21 CFR, Part 101, adopted by reference in paragraph 5K-10.001(1)(e), F.A.C.

(b) The microbial counts for the determination of the shelf-life of milk and milk products shall not exceed 30 million colony forming units (CFU)/mL.

(c) The shelf-life expiration date shall appear in conspicuous and easily legible bold-face print or type in distinct contrast to the background, by typography, layout, color, embossing, debossing, or molding of other matter on the package, and shall be placed on that part of the container most likely to be displayed, presented, or shown, or examined under customary conditions of display for retail sale, and shall not interfere with legibility or other mandatory labeling requirements of the product. However, cup containers that are labeled with the date on the bottom shall have displayed on the cap information concerning the location of the date.

(d) The shelf-life expiration date shall be expressed by the three letters of the month followed by the numeral or numerals constituting the appropriate calendar date or numerically. For example: “June 1” shall be expressed “JUN 1” or “0601.”

(e) No milk or milk products shall be offered for sale as a Grade “A” product after the shelf-life expiration date shown on the container. All milk and milk products offered for sale after the shelf-life expiration date will be deemed to be misbranded and subject to be impounded and made unsalable or otherwise disposed of by the department, under the provisions of Section 502.231, F.S.

(f) This rule does not apply to containers of milk or milk products which are not to be sold in the State of Florida.

(g) Each processor shall establish the maximum shelf-life of each product in the hands of the consumer under normal storage conditions. 
(2) Department Shelf – Life Testing and Testing Procedures.
When the Department tests shelf-life, the following testing procedures apply:

(a) Milk product samples shall not exceed the microbial count limits specified in this subsection when tested to determine that shelf-life expiration dates stated on the containers assure the consumer of acceptable quality milk and milk products when kept under normal storage conditions. The temperature at the time of collection shall be officially recorded by the collector. Nothing herein contained shall be construed to prohibit the department from taking special samples for analysis and making special tests in order to assure all milk and milk products comply with the minimum standards of freshness, quality and palatability. In the event the department determines a processor’s or a manufacturer’s shelf-life for a given product is improper, the department shall serve written notice on the processor or manufacturer and the processor or manufacturer immediately upon receipt of such notice shall alter the shelf-life expiration date of the product to comply with the department tests. Compliance shall be with the next processing of the product after receipt of such department notice. Failure of the processor or manufacturer to timely correct the shelf-life expiration date of the product will result in a stop-sale order pursuant to section 502.231(4), F.S.
(b) Milk product samples tested by the department shall be tested in accordance with the method adopted in Rule 5K-10.001(1)(m), Florida Administrative Code. The microbial counts for milk products shall not exceed 30 million colony forming units (CFU)/ml.
(3) Chemical, bacteriological and temperature standards for manufacture of Grade “A” products:

Grade “A” raw milk for pasteurization, ultra pasteurization or aseptic processing.
	Temperature, Bacterial Limits, Drugs, and Somatic
	Standards shall be the same as those listed in Section 7 of the PMO.

	Cell Count
	

	Added Water
	Freezing point not to exceed -0.526º H. 


Grade “A” pasteurized or ultra pasteurized milk and milk products and bulk shipment heat treated milk products.
	Temperature, Bacterial Limits, Coliform, Phosphatase, and Drugs
	Standards shall be the same as those listed in Section 7 of the PMO.

	Added Water
	Freezing point not to exceed -0.526º H. 


Grade “A” aseptically processed milk and milk products.
	Temperature, Bacterial Limits and Limits and Drugs
	Standards shall be the same as those listed in Section 7 of the PMO.

	Added Water
	Freezing point not to exceed -0.526º H. 


(4) Chemical, bacteriological and temperature standards for Frozen Desserts:

Raw Milk and Cream.
	Temperature
	Not to exceed 45º F (7º C). 

	Bacterial Limits
	Milk – not to exceed 500,000 CFU/ml. In no case shall raw milk have a standard plate or direct microscopic clump count in excess of 1,000,000 CFU/ml.

	Drugs
	Milk and cream – No positive result with drug residue methods referenced in Section 6 of the PMO.

	Somatic Cell Count
	Not to exceed 750,000/ml; Goat’s milk – Not to exceed 1,500,000.


Frozen Desserts and Other Products Defined in this chapter.
	Temperature
	Pasteurized Mix (plain) 45º F (7º C). Pasteurized Mix (flavored) 45º F (7º C). Frozen Desserts 0º F (-17.8º C). Other – 0º F          (-17.8º C). 

	Bacterial Limits*
	Pasteurized Mix (plain) 50,000 CFU/gram. Pasteurized Mix (flavored) 50,000 CFU/gram. Frozen Desserts – 50,000 CFU/gram. Other – 50,000 CFU/gram.

	Drugs
	No positive result with drug residue methods referenced in Section 6 of the PMO.

	Coliform
	Pasteurized Mix (plain) 10 CFU/gram. Pasteurized Mix (flavored) 20 CFU/gram. Frozen Desserts (plain) 10 CFU/gram. Frozen Desserts (bulky flavored) 20 CFU/gram. Other (plain) 10 CFU/gram. Other (bulky flavored) 20 CFU/gram.

	Phosphatase
	Less than 1 microgram per ml. (less than 500 milliunits/L by the Fluorometric Procedure) or equivalent.


*Not applicable to cultured products

Dry Dairy Products

Dry dairy products used as ingredients in frozen desserts shall meet the requirements for “Extra Grade” or better as defined by the U.S. Standards for Grades for the particular product.

(5) Chemical, Bacteriological, and Temperature Standards for Manufactured Milk Products.

Raw milk for manufactured milk products.

	Temperature
	Cooled to 50º F (10º C) or less within four (4) hours or less, of the commencement of the first milking, and to 45º F (7º C) or less within two hours after the completion of milking. Provided, the blend temperature after the first and subsequent milkings does not exceed 50º F (10º C).

	Bacterial limits
	Individual producer milk not to exceed 500,000 CFU/ml. prior to commingling with other producer milk. Not to exceed 1,000,000 CFU/ml. as commingled milk prior to processing.

	Drugs
	No positive result with drug residue methods referenced in Section 6 of the PMO.

	Somatic Cell Count
	Individual producer milk: Not to exceed 750,000 per ml. Goat milk: Not to exceed 1,000,000 per ml.


Cheeses made with pasteurized milk or pasteurized reconstituted milk.
	Temperature
	Cheeses shall comply with 7 CFR Part 58.154.

	Coliforms
	Not to exceed 10/gram.

	Phosphatase
	Negative


Cheeses made from non-pasteurized (raw) milk shall comply with 7 CFR Part 58.439.

	Temperature
	Cheeses shall comply with 7 CFR Part 58.154.

	Coliforms
	Not to exceed 10/gram.

	Phosphatase
	Negative

	E. coli
	<1/gram

	Pathogens
	None


Butter

	Temperature
	Not to exceed 40°F.

	Coliforms
	Not to exceed 10/gram.

	Mold
	Not to exceed 20/gram.


Rulemaking Authority 502.014, 502.042 FS. Law Implemented 502.014, 502.042, 502.091 FS. History–New 9-21-67, Amended 9-26-69, 12-24-71, 1-26-81, 8-31-82, 8-16-84, Formerly 5D-1.07, Amended 10-9-86, 5-19-87, 12-29-88, 6-27-90, 8-29-93, 12-4-94, 7-2-95, 10-15-03, 4-14-08, Formerly 5D-1.007, Formerly 5K-4.043, Amended 6-20-22, 11-5-23.
5K-10.004 Future Dairy Farms, Milk Plants, Manufacturing Milk Plants and Frozen Dessert Plants.

(1) Milk barn, stable or parlor and milkhouse or room construction.

(a) Walls, ventilation and light. Walls shall be of smooth finish impervious to water. Ten percent of wall area shall be windowed of the ventilating type, unless adequate mechanical ventilation is furnished. Pipes penetrating walls shall be sufficiently tight as to prevent any open space between the pipe and the wall penetration.

(b) Ceiling. Ceilings shall have a height of 9 feet for milkhouse or room and stanchion type barn and 10 feet 6 inches for parlor type barn. A stanchion or parlor type barn used for the milking of goats shall have a minimum ceiling height of 8 feet. If there is a feed storage area above, the ceiling should be tongue and groove double floor with a layer of felt between the floors. There should be no open beams beneath the ceiling.

(c) Floors. Floors shall be constructed of concrete or tile that is slip-proof to animals and sloped for drainage one-quarter inch per foot; provided, that when a floor flush system is installed a minimum slope of one-eighth (1/8'') inch per foot is required.

(d) Door and window frames. Door and window frames shall be constructed of material and finish to resist decay or corrosion.

(e) Placement of equipment. Pumps, motors, sinks and other permanent type equipment should be fastened to the wall with no contact to the floor if possible. Where practical, machinery and equipment shall be located in a room separate from the milk collecting room.

(f) Milkers pit. The milkers pit shall be a minimum of 5 feet wide.

(g) Space between milk storage tanks and walls and ceilings. There shall be a distance of 18 inches between milk storage tank and walls; and 4 feet between the top of the milk storage tank and ceiling; and a distance of 3 feet between milk storage tanks within the same room to secure adequate ventilation and sufficient space for cleaning. Milk storage tanks may be bulkheaded through the wall into the milkroom. If the tanks protrude through the wall to accommodate a top opening manhole and/or agitator the distance between tanks, sidewalls and ceiling still apply.

(h) Milk Storage Tank Design. A sampling cock shall be provided on all milk storage silo and horizontally mounted tanks designed with the manhole lid in the vertical end or wall of the tank. The sampling cock shall be installed on the lid to allow for easy removal for cleaning and sanitizing and shall be considered part of the milk tank. The sampling cock shall be used for the purpose of regulatory and hauler sampling only.

(i) Properly prepared plans for all milk barns, stable or parlor and milkhouse or room regulated under this chapter which are hereafter constructed, reconstructed or extensively altered shall be submitted to the department for approval before work is begun.
(2) Milk plant, frozen dessert plant, receiving station or transfer station construction.

(a) Walls. Walls shall be of smooth finish impervious to water.
(b) Ceiling. Ceilings shall be of a smooth finish impervious to water.
(c) Floors and drains. Floors shall be constructed of concrete or tile; slip proof and sloped to drain.

(d) Door and window frames. Door frames shall be of steel or steel alloy and window frames shall be constructed of a corrosive resistant metal.

(e) Placement of equipment. Equipment should be located at least 18 inches from walls and a minimum distance of 3 feet is suggested between pieces of equipment in order to give the operators of such equipment sufficient room to pass between pieces of equipment comfortably.

(f) Stainless steel pipelines are properly identified. Identification shall be made with colored tape or plastic bands which will remain in place and retain its coloring under normal conditions of use. The following colors shall be used:

Red – Raw Milk Lines
Blue – Pasteurized Products Lines
Green – Cleaning Solution Lines (Supply and Return)

Yellow – Water Lines (Applicable to Stainless Stell Lines Only)

The direction of flow in each line shall also be indicated by an arrow on the pipe, tape, or plastic band. The proper placement of colored bands and directional arrows on pipelines shall be determined by the department to ensure easy identification of the product in the pipe and direction of flow.

(g) Properly prepared plans for all plants regulated under this chapter which are hereafter constructed, reconstructed or extensively altered shall be submitted to the department for approval before work is begun.

(3) Manufacturing milk plants.

(a) Properly prepared plans for all plants regulated under this chapter which are hereafter constructed, reconstructed or extensively altered shall be submitted to the department for approval before work is begun.

(b) Pasteurization equipment shall comply with all applicable requirements set forth in the PMO.

(c) All raw (non-pasteurized) milk cheese shall be aged in accordance with CFR 7 Part 58.439 and shall be aged at the manufacturing plant.

(d) Reconstituted milk used for making cheese shall be pasteurized or the cheese shall be aged in accordance with CFR 7 Part 58.439.

(e) Maunfacturers of aged cheese shall maintain a log sheet showing the date and time each batch or lot of cheese was placed into and removed from the curing or aging room.
(f) Milk tank trucks used for hauling milk or milk products for manufacturing purposes shall comply with the PMO.

(g) Manufacturing milk plants in existence prior to the adoption of this rule shall have one (1) year from the date of adoption to comply with the requirements set forth in this rule.

Rulemaking Authority 502.014, 503.031 FS. Law Implemented 502.014, 502.053, 502.091, 502.121, 503.031 FS. History–New 9-21-67, Amended 10-27-67, 3-19-69, 1-26-81, 8-16-84, Formerly 5D-1.12, Amended 6-27-90, 7-2-95, 10-15-03, 4-14-08, Formerly 5D-1.012, Formerly 5K-4.044.
5K-10.005 Guidelines for Imposing Administrative Penalties.
(1) This rule sets forth guidelines the Department will follow in imposing the penalties authorized under Chapter 502, F.S., for violations of Chapter 502, section 581.217, F.S., and this rule chapter. The purpose of these guidelines is to give notice of the range of penalties that will be imposed for a single violation within a three-year period. The three-year period shall be based on the date of the last administrative enforcement action imposed against the violator. These guidelines list aggravating and mitigating factors that, if present, will increase or reduce penalties to be imposed. No aggravating factors will be applied to increase a fine imposed for a single violation above the statutory maximum as follows:

(a) In the case of a frozen dessert plant licensee, the fine imposed for each violation shall not exceed $5,000 as provided in Section 570.971, F.S., for Class II category;

(b) In the case of any other violation, the fine imposed shall not exceed $1000 for each occurrence as provided in Section 570.971, F.S., for a Class I category. 

(2) The guidelines in this rule are based upon a single count violation of each provision listed. Multiple counts of the violated provision or a combination of the listed violations will be added together to determine an overall total penalty and will be grounds for enhancement of penalties.

(3) The Department will enforce compliance with Chapter 502, section 581.217(7), F.S., and this rule chapter by issuing an administrative complaint, a stop-sale order, or stop-use order, notice of non-compliance, permit suspension or revocation for violations of Chapter 502, section 581.217(7), F.S., and this rule chapter.

(4) Nothing in this rule shall limit the ability of the Department to informally dispose of administrative actions by settlement agreement, consent order, or other lawful means.
(5) Rule Not All-Inclusive. This rule contains illustrative violations. It does not, and is not intended to, encompass all possible violations of statute or Department rule that might be committed by any person. The absence of any violation from this rule shall in no way be construed to indicate that the violation does not cause harm to the public or is not subject to a penalty. In any instance where the violation is not listed in this rule, the penalty will be determined by consideration of:

(a) The closest analogous violation, if any, that is listed in this rule; and

(b) The aggravating or mitigating factors listed in this rule.

(6) Aggravating and Mitigating Factors. The Department will consider aggravating and mitigating factors in determining penalties for violations of Chapter 502, F.S., and this rule chapter. The factors shall be applied against each single count of the listed violation. 

(a) Aggravating Factors:

1. The violation caused, or has the potential to cause, harm to the public and the degree or extent of such harm.

2. The violation endangered the public safety or welfare.

3. Previous violations for the same or a similar offense that resulted in enforcement action, defined as follows:

a. First Offense. A violation of any law subject to penalty under Chapter 502, or section 581.217(7), F.S., when no disciplinary administrative complaints involving the same permitholder have been filed with the Agency Clerk within the three years preceding the date the current administrative complaint is issued.

b. Second Offense. A violation of any law subject to penalty under Chapter 502, or section 581.217(7), F.S., after one disciplinary administrative complaint involving the same permitholder has been filed with the Agency Clerk within the three years preceding the date the current administrative complaint is issued, even if the current violation is not the same as the previous violation.

c. Third and Any Subsequent Offense. A violation of any law subject to penalty under Chapter 502, section 581.217(7), F.S., after two disciplinary administrative complaints involving the same permitholder has been filed with the Agency Clerk within the three years preceding the date the current administrative complaint is issued, even if the current violation is not the same as the previous violation.

4. The violation history over the past three years.

5. The violation was repeated within one year.

6. The violator impeded, or otherwise failed to cooperate with, the Department’s inspection and/or investigation.

7. Whether the violation resulted from negligence or an intentional act.

8. The cost of enforcement action.

9. The number of other violations proven in the same proceeding.

10. The benefit to the violator. 

(b) Mitigating Factors:

1. Any documented efforts by the violator at rehabilitation.

2. Whether intentional actions of another party prevented the violator from complying with the applicable laws or rules. 

3. Acts of God or nature that impaired the ability of the violator to comply with Chapter 502, section 581.217, F.S., or this rule chapter.

4. The violation has a low risk of, or did not result in, harm to the public health, safety, or welfare. 

5. The disciplinary history of the violator.

6. The violator expeditiously took affirmative or corrective action after it received written notification of the violation to rectify any financial damage or harm to the public.

7. If a repeat violation, whether three years has passed since the prior violation. 

(7) The provisions of this rule chapter shall not be construed so as to prohibit or limit any other civil action or criminal prosecution that may be brought.

(8) In addition to the penalties established in this rule, the Department reserves the right to seek to recover any other costs, penalties, attorney’s fees, court costs, service fees, collection costs, and damages allowed by law. 
(9) Penalties.

(a) Minor Violation. Any Department investigation or inspection which reveals violations of this rule chapter in which the Department determines that the violator was unaware of the rule or unclear as to how to comply with it will result in the issuance of a Notice of Non-Compliance as the Department’s first response to the violation. For the purposes of this rule, the following violations shall be considered minor and shall result in the issuance of a notice of noncompliance:

1. Violations to subsections 5K-10.003(1) and (2), F.A.C., pertaining to dating standards for milk, milk products, manufactured milk products and frozen desserts, where the violation has a low potential for causing economic or physical harm to a person, adversely affecting the public health, safety, or welfare, or creating a significant threat of such harm if left uncorrected.

2. Misbranded or mislabeled Grade “A”, manufactured milk, or frozen dessert product where the violation has a low potential for causing economic or physical harm to a person, adversely affecting the public health, safety, or welfare, or creating a significant threat of such harm if left uncorrected.

3. Violations of Rule 5K-10.004, F.A.C., pertaining to submitting and approval of dairy farm plans prior to beginning work, where the violation has a low potential for causing economic or physical harm to a person, adversely affecting the public health, safety, or welfare, or creating a significant threat of such harm if left uncorrected.

4. Violations of Rule 5K-10.004, F.A.C., pertaining to submitting and approval of milk plant, frozen dessert plant, receiving station or transfer station plans prior to beginning work, where the violation has a low potential for causing economic or physical harm to a person, adversely affecting the public health, safety, or welfare, or creating a significant threat of such harm if left uncorrected.

5. Grade “A” milk plant or frozen dessert plant, whether located in the state or outside the state, offering products for sale in the state without a valid Florida permit.

6. Violations of the labeling requirements found in 21 CFR 101, as adopted by reference in paragraph 5K-10.006(6)(a), F.A.C.

7. Out-of-State firm operating without proper FL permit(s) as applicable.

(b) Major Violations. Any violation of Chapter 502, section 581.217, F.S., or this rule chapter that may result in economic or physical harm to a person or may adversely affect the public health, safety, or welfare or creates a significant threat of such harm shall be considered a major violation. Major violations shall result in the issuance of a stop-sale order, or stop-use order, permit suspension.  and an administrative fine of $500 up to the statutory maximum, or any combination thereof. Aggravating factors, as defined in paragraph (6)(a) of this rule, shall warrant the adjustment of the fine upward per violation per aggravating factor and mitigating factors, as defined in paragraph (6)(b) of this rule, shall warrant the adjustment of the fine downward per violation per mitigating factor, but no fine shall exceed the statutory maximum as outlined in section 570.971, F.S., as applicable. If, three years after the day of the last violation under Chapter 502, F.S., or this rule chapter, no new violation has occurred, all previous fines shall be disregarded when administering a fine for the next violation. For the purposes of this rule, the following violations shall be considered major violations:

1. Producing or offering for sale reconstituted or recombined milk or milk product.

2. Grade “A” milk products found offered for sale in the State of Florida produced in a facility outside the State of Florida that is not included on the Interstate Milk Shippers list, available online at https://www.fda.gov/Food/GuidanceRegulation/FederalStateFoodPrograms/ucm2007965.htm.

3. Failure to make corrective action listed in a notice of non-compliance within allotted time as indicated by the Department.

4. Samples deemed violative for residual phosphatase as outlined in Rule 5K-10.003, F.A.C.

5. Manufactured milk or frozen dessert products deemed violative for Pathogens, Listeria monocytogenes, salmonella, E. Coli (STEC) and/or Staphylococcal enterotoxin as outlined in Rule 5K-10.003, F.A.C.

6. Violations of subsection 5K-10.006(5), F.A.C.
7. Violations of subsection 5K-10.006(6), F.A.C.

8. Violations of labeling requirements found in 21 CFR 101, as adopted by reference in paragraph 5K-10.006(6)(a), F.A.C., that could result in economic or physical harm to a person or may adversely affect public health, safety, or welfare or create a significant threat as determined by the Department.

9. Any milk and or milk product found to have an aflatoxin limit over 0.5 ppb.

10. Equipment found to be out of compliance or unclean in consecutive inspections.

11. Bottling or processing of animal feed into retail containers for sale in a dairy permitted facility.

12. Repackaging of Grade “A” product in a facility where final pasteurization does not occur.

13. Violation of subsections 5K-10.004(1) and/or 5K-10.004(2), F.A.C.

14. Violations that result in a second and any subsequent notice of non-compliance or minor violation for the same or similar offense within a three-year period.

15. Refusal to permit entry or inspection as required by Section 502.014, F.S.

16. Operating as a dairy establishment or frozen dessert plant without a valid dairy permit, as provided in Section 502.053, F.S.

17. The misbranding of species identification in milk products.

18. The introduction of adulterated or misbranded products into commerce.
19. Violations of subsection 5K-10.006(7), F.A.C.

(c) Willfull Violations. Willful violations shall result in the imposition of an administrative fine of $5,000 for each violation in the case of a frozen dessert licensee, $1,000 for each occurrence of a willful violation by any other permit holder, permit suspension, permit revocation or any combination thereof. The following shall constitute a willful violation:

1. The unauthorized breaking, cutting, or removal of any seal or tag applied by the Department.
2. The sale or distribution, or offering for sale or distribution, of any commodity under Stop-sale order unless done so within the parameters of a conditional release.

3. The use of any equipment under Stop-use order unless done so within the parameters of a conditional release.

4. Failure to comply with conditions stipulated in a release of a Stop-sale, and/or Stop-use order. 
5. The intentional misbranding of species identification in milk products.

6. The intentional introduction of adulterated or misbranded products into commerce.

7. The failure to comply with either a Final Order or a Default Final Order of the Department.

8. The unathorized tampering with, removal, or circumvention of public health controls applied by the Department.

9. The falsification of any records required under Chapter 502, F.S., or this rule chapter. 
10. Violations of Section 502.091(1), F.S.

11. Operating a dairy or frozen dessert establishment that has been deemed an imminent threat to the public health, safety, and welfare by the Department for failure to comply with Chapter 502, F.S. or this rule chapter.

12. Marketing and/or sale of products labeled as animal feed for human consumption.

(10) Resolution Of Violations, Settlement, And Additional Enforcement Remedies.
(a) The Department and person(s) charged with a violation may agree to resolve violations prior to an administrative hearing or enter into settlement pursuant to Section 120.57(4), F.S. The penalties addressed in this rule chapter shall not be construed to limit the authority of the Department to resolve violations prior to or after initiation of any administrative action or to settle with any party. The Department shall utilize all available remedies to ensure compliance including administrative action, civil actions, settlements, and referrals for criminal prosecution. The Department shall enforce a failure to comply with an agreement to resolve violations or a settlement agreement with the penalties and remedies provided in the agreement and as authorized by Chapter 120 or 502, F.S. 

(b) Failure to respond to an administrative complaint shall result in the entry of a Default Final Order against the violator or entity responsible for the violation. The Department shall impose administrative fines in a Default Final Order equal to the maximum amount authorized by Section 502.231, F.S.

(c) A violator’s failure to comply with either a Final Order or a Default Final Order of the Department shall result in additional enforcement actions as authorized by law.

(d) Fines resulting from multiple violations or Final Orders shall be assessed cumulatively.

Rulemaking Authority 500.09, 502.014, 570.07(23), 570.971(5), 581.217(12) FS. Law Implemented  500.172, 502.014, 502.053, 502.091, 502.121, 502.231, 518.217(7) FS. History–New 6-29-22, Amended 11-5-23.
5K-10.006 Hemp Extract

(1) Products. Milk, Milk Products, and Frozen Desserts containing Hemp or Hemp Extract are subject to the requirements of Chapter 502, F.S., and Chapter 5K-10, F.A.C., in addition to the requirements of this rule. Grade “A” milk and milk products to which Hemp Extract has been added shall be considered “Substitute Milk” or “Substitute Milk Products” as defined in Chapter 502, F.S. In addition to the requirements in Section 502.165, F.S., Substitute Milk and Substitute Milk Products containing Hemp Extract are subject to the requirements of Chapter 5K-10, F.A.C. 

(2) Definitions. The definitions provided in Sections 502.012 and 581.217, F.S., and the following shall apply to this rule:

(a) “Approved Source” for the purposes of this rule means Hemp Frozen Dessert Manufacturer, Hemp Substitute Milk Manufacturer, or Hemp Substitute Milk Product Manufacturer manufacturing, processing, packing, holding, or preparing or selling Substitute Milk, Substitute Milk Products, or Frozen Desserts at wholesale or retail that meets local, state, or federal food safety standards from the jurisdiction of origin.
(b) “Batch” or “Lot” means the Substitute Milk, Substitute Milk Products, and Frozen Desserts containing Hemp Extract produced during a period of time under similar conditions and identified by a specific code that allows traceability. 

(c) “Expiration Date” means the month and year as determined by the manufacturer, packer, or distributor on the basis of tests or other information showing that the product, until that date, under the conditions of handling, storage, preparation, and use per label directions, will when consumed, contain not less than the quantity of each ingredient as set forth on its label.  

(d) “Hemp” is defined in Section 581.217(3)(d), F.S. 

(e) “Hemp Extract” is defined in Section 581.217(3)(e), F.S.
(f) “Hemp Frozen Dessert Manufacturer” means a person who manufactures, processes, converts, partially freezes, or freezes any mix or frozen dessert containing Hemp Extract for distribution or sale. 

(g) “Hemp Substitute Milk Manufacturer” means any place, premises, or establishment where Substitute Milk containing Hemp Extract is collected, handled, processed, stored, pasteurized, ultra-pasteurized, aseptically processed and packaged, retort processed after packaging, condensed, dried, packaged, bottled, or prepared for distribution at wholesale.

(h) “Hemp Substitute Milk Product Manufacturer” means any place, premises, or establishment where Substitute Milk Products containing Hemp Extract is collected, handled, processed, stored, pasteurized, ultra-pasteurized, aseptically processed and packaged, retort processed after packaging, condensed, dried, packaged, bottled, or prepared for distribution at wholesale.

(i) “Ingestion” means the process of taking food into the body through the mouth and into the gastrointestinal tract through eating or drinking.

(j) “Total delta-9 tetrahydrocannabinol concentration” means [delta-9 tetrahydrocannabinol] + (0.877 x [tetrahydrocannabinolic acid]).

(3) Permits and Fees. Hemp Substitute Milk, Hemp Substitute Milk Products, and Hemp Frozen Dessert Manufacturers shall obtain a permit and pay the applicable fee required in Rule 5K-10.002, F.A.C.

(4) Requirements. 

(a) Substitute Milk, Substitute Milk Products, and Frozen Desserts containing Hemp Extract must originate from an Approved Source. The Hemp Frozen Dessert Manufacturer, Hemp Substitute Milk Manufacturer, or Hemp Substitute Milk Product Manufacturer shall provide to the department, upon request, a valid dairy or food safety license/permit and the most recent dairy or food safety inspection report from the Approved Source. 

(b) Substitute Milk, Substitute Milk Products, and Frozen Desserts containing Hemp Extract must be stored and transported in accordance with Chapter 5K-10, F.A.C. Substitute Milk, Substitute Milk Products, and Frozen Desserts containing Hemp Extract must be packaged in containers minimizing the exposure to light to prevent degradation of the Cannabinoids.

(c) Substitute Milk, Substitute Milk Products, and Frozen Desserts containing Hemp Extract shall not contain a Total delta-9 tetrahydrocannabinol concentration of more than 0.3%.

(5) Contaminants. In addition to the requirements listed in Chapter 502, F.S., and Rule 5K-10.004, Substitute Milk, Substitute Milk Products, and Frozen Desserts containing Hemp Extract shall be considered adulterated pursuant to Section 502.181(2), F.S., if contaminants are detected at levels greater than those listed in this rule.

(a) Pesticide Limits. The following list of contaminants does not constitute authorization to use or apply any of the following during Hemp cultivation or processing.

1. Abamectin, 300 parts per billion.

2. Acephate, 3,000 parts per billion.

3. Acequinocyl, 2,000 parts per billion.

4. Acetamiprid, 3,000 parts per billion. 

5. Aldicarb, 100 parts per billion. 

6. Azoxystrobin, 3,000 parts per billion. 

7. Bifenazate, 3,000 parts per billion.

8. Bifenthrin, 500 parts per billion.

9. Boscalid, 3,000 parts per billion.

10. Captan, 3,000 parts per billion.

11. Carbaryl, 500 parts per billion.

12. Carbofuran, 100 parts per billion.

13. Chlorantraniliprole, 3,000 parts per billion.

14. Chlordane, 100 parts per billion. 

15. Chlorfenapyr, 100 parts per billion. 

16. Chlormequat chloride, 3,000 parts per billion

17. Chlorpyrifos, 100 parts per billion. 

18. Clofentezine, 500 parts per billion. 

19. Coumaphos, 100 parts per billion.

20. Cyfluthrin, 1,000 parts per billion. 

21. Cypermethrin, 1,000 parts per billion. 

22. Daminozide, 100 parts per billion. 

23. DDVP (Dichlorvos), 100 parts per billion. 

24. Diazinon, 200 parts per billion. 

25. Dimethoate, 100 parts per billion. 

26. Dimethomorph, 3,000 parts per billion. 

27. Ethoprop(hos), 100 parts per billion. 

28. Etofenprox, 100 parts per billion. 

29. Etoxazole, 1,500 parts per billion. 

30. Fenhexamid, 3,000 parts per billion. 

31. Fenoxycarb, 100 parts per billion. 

32. Fenpyroximate, 2,000 parts per billion. 

33. Fipronil, 100 parts per billion. 

34. Flonicamid, 2,000 parts per billion. 

35. Fludioxonil, 3,000 parts per billion. 

36. Hexythiazox, 2,000 parts per billion. 

37. Imazalil, 100 parts per billion. 

38. Imidacloprid, 3,000 parts per billion. 

39. Kresoxim-methyl, 1,000 parts per billion. 

40. Malathion, 2,000 parts per billion. 

41. Metalaxyl, 3,000 parts per billion. 

42. Methiocarb, 100 parts per billion. 

43. Methomyl, 100 parts per billion. 

44. Methyl parathion, 100 parts per billion. 

45. Mevinphos, 100 parts per billion. 

46. Myclobutanil, 3,000 parts per billion. 

47. Naled, 500 parts per billion. 

48. Oxamyl, 500 parts per billion. 

49. Paclobutrazol, 100 parts per billion. 

50. Pentachloronitrobenzene, 200 parts per billion. 

51. Permethrin, 1,000 parts per billion. 

52. Phosmet, 200 parts per billion. 

53. Piperonyl butoxide, 3,000 parts per billion. 

54. Prallethrin, 400 parts per billion. 

55. Propiconazole, 1,000 parts per billion. 

56. Propoxur, 100 parts per billion. 

57. Pyrethrins, 1,000 parts per billion. 

58. Pyridaben, 3,000 parts per billion. 

59. Spinetoram, 3,000 parts per billion. 

60. Spinosad A & D, 3,000 parts per billion. 

61. Spiromesifen, 3,000 parts per billion. 

62. Spirotetramat, 3,000 parts per billion. 

63. Spiroxamine, 100 parts per billion. 

64. Tebuconazole, 1,000 parts per billion. 

65. Thiacloprid, 100 parts per billion. 

66. Thiamethoxam, 1,000 parts per billion. 

67. Trifloxystrobin, 3,000 parts per billion. 

(b) Residual Solvent Limits. 

1. 1,2-Dichloroethene, 5 parts per million

2. 1,1-Dichloroethene, 8 parts per million

3. Acetone, 5,000 parts per million

4. Acetonitrile, 410 parts per million

5. Benzene, 2 parts per million

6. Butane, 2,000 parts per million

7. Chloroform, 60 parts per million

8. Ethanol, 5,000 parts per million

9. Ethyl Acetate, 5,000 parts per million

10. Ethyl Ether, 5,000 parts per million

11. Ethylene Oxide, 5 parts per million

12. Heptane, 5,000 parts per million

13. Hexane, 290 parts per million

14. Isopropyl Alcohol, 500 parts per million

15. Methanol, 3,000 parts per million

16. Methylene Chloride, 600 parts per million

17. Pentane, 5,000 parts per million

18. Propane, 2,100 parts per million

19. Toluene, 890 parts per million

20. Trichloroethylene (1,1,2-Trichloroethene), 80 parts per million

21. Xylenes, Total (ortho-, meta-, para-), 2170 parts per million

(c) Metals Limits.

1. Cadmium, 0.5 micrograms/gram.

2. Lead, 0.5 micrograms/gram.

3. Arsenic, 1.5 micrograms/gram.

4. Mercury, 3.0 micrograms/gram.

(d) Biological Limits.

1. Shiga toxin-producing Escherichia coli (STEC E. coli) and other pathogenic E. coli, none present.

2. Listeria monocytogenes, none present.

3. Salmonella, none present.

(e) Mycotoxin Limits.

1. Total Aflatoxin (B1, B2, G1, G2), 20 parts per billion.

2. Ochratoxin, 20 parts per billion.

(f) Cannabinoid Limits. Total delta-9 tetrahydrocannabinol concentration shall not exceed 0.3%. 

(g) If a testing sample is found to contain levels of any pathogen, toxicant, residual solvent, metal, or pesticide not enumerated in this rule or by Florida law the Substitute Milk, Substitute Milk Product, or Frozen Dessert containing Hemp Extract shall be considered adulterated.

(6) Labeling. 

(a) Substitute Milk, Substitute Milk Products, and Frozen Desserts containing Hemp Extract must be labeled in accordance with Chapter 502, F.S., Section 581.217(7), F.S., and 21 CFR 101. The label must also contain the name and address of the manufacturer. 21 CFR 101 (Revised April 1, 2019) is hereby incorporated by reference and available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-11459.

(b) The serving size shall be displayed on the nutrition facts label of the product.

(c) The label and advertisement shall not contain claims indicating the product is intended for diagnosis, cure, mitigation, treatment, or prevention of disease, rendering it a drug as defined in 21 U.S.C. 321(g)(1).

(7) Disposal. 

(a) Laboratory samples found to contain more than a Total delta-9 tetrahydrocannabinol concentration of 0.3% shall be disposed of in accordance with 21 CFR 1317. 21 CFR 1317 (Revised April 1, 2019) is hereby incorporated by reference and available online at http://www.flrules.org/Gateway/reference.asp?No=Ref-11460.

(b) Substitute Milk, Substitute Milk Products, or Frozen Desserts containing a Total delta-9 tetrahydrocannabinol concentration that exceeds 0.3% shall be detained pursuant to Section 502.014, F.S. Substitute Milk, Substitute Milk Products, or Frozen Desserts containing a Total delta-9 tetrahydrocannabinol concentration that exceeds 0.3% which have been detained pursuant to Section 502.014, F.S., shall not be further subdivided or renumbered such that the integrity of the lot for identification is not maintained. The establishment shall not shall not dispose of the Substitute Milk, Substitute Milk Products, or Frozen Desserts in any manner until written permission is given by the department or a court of competent jurisdiction.

(c) Upon receipt of written permission by the department or a court of competent jurisdiction, the Substitute Milk, Substitute Milk Products, or Frozen Desserts shall be disposed of in accordance with the Hemp Waste Disposal Manual FDACS-08115, 10/19, incorporated in paragraph 5B-57.014(6)(b), F.A.C., or in the manner provided for by a court of competent jurisdiction.
(8) Penalties. Violations of this rule will be evaluated, and penalties imposed in accordance with Rule 5K-10.005, F.A.C.

Rulemaking Authority 502.014, 502.053, 570.07(23) FS. Law Implemented 502.012, 502.014, 502.032, 502.042, 502.053, 502.091, 502.121, 502.165, 502.231, 581.217(7) FS. History–New 1-1-20, Amended 5-22-22.
