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Dear Prospective Bottled Water Manufacturer:

| am pleased to provide you with the attached documents as a guideline to the steps necessary in
order to obtain a Permit to Operate as a bottled-water manufacturer in the state of Louisiana. Please
read the following information carefully, and if you have any questions immediately after reviewing
it, please contact your district sanitarian.

1. Water Sources: Your first step in obtaining a Permit to Operate for your new facility is to ensure
that your water source will be approved for this use. If you will be tying into an existing Public
Water Supply, indicate this information on your FD-1B FDU Plans Review Questionnaire document.
If this supply is in good standing with Louisiana’s Safe Drinking Water Program, you may request a
document from the supply’s certified operator indicating that the supply is compliant with the
requirements of the National Primary Drinking Water Regulations (40 CFR 141). If the supply is not
in good standing, you may contact its certified operator or call the Safe Drinking Water Program at
(225) 342-7499 to obtain a list of deficiencies.

Engineering Review of Well Plans: If you are utilizing a private water supply, you must submit your
well plans for review and approval to OPH’s Engineering Services section. Plans must be sent to
Caryn Benjamin, Deputy Chief Engineer at Caryn.Benjamin@]Ia.gov by regular mail at Bin # 3, P.O.
Box 4489, Baton Rouge, LA 70821-4489. Ms. Benjamin may be reached at (225) 342-6157. Do not
begin construction on your well or your facility until well plans have been approved! Failure to
wait until you receive a written approval document may result in expensive changes being required
to bring your site up to code.

DNR Registration of New Water Well: Please also note that any new water well drilled/dug/jetted in
the state of Louisiana must be registered with the Groundwater Resources Program of the Louisiana
Department of Natural Resources. More information regarding proper water well registration may be
found at the following website:
http://dnr.louisiana.gov/index.cfm?md=pagebuilder&tmp=home&pid=455&pnid=0&nid=173.

Submission of Hydrogeological Report on Source to Program Manager: Once well plans have been
approved and construction is complete, you must submit a hydrogeological report for any new
private water supply that you intend to put into service for bottling water. The report is to be
submitted to the Sanitarian Program Manager for Bottled Water for review at (225) 342-7672 [fax]
or regular mail at Bin # 14, P.O. Box 4489, Baton Rouge, LA 70821-4489. The report must include
the following items (at a minimum) and it must be signed and certified by a credentialed professional
geologist or hydrogeologist:

a) a report on the regional geology and the specific site geology of the source area,
including a description of the vertical and horizontal extent of the source aquifer using
existing data;
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b) a report detailing the development of the source, the method of construction including
spring design, well installation, surface catchment and intake structures, and transmission
facilities as appropriate;

c) a watershed survey of the recharge area or zone of influence of subject source that
identifies and evaluates actual and potential sources of contamination;

d) and, based on the findings of Section (c) above, a plan for special monitoring of any
significant contaminant source and for taking restrictive preventive or corrective measures as
appropriate to protect the source and product water.

2. Facility Plans: Your next step will be to submit plans for your physical facility (e.g., everything
excluding the well and catchment materials) to your district sanitarian for review and approval.
Review the attached Basic Requirements for Prospective Food Manufacturers, Processors,
Packers, and Repackers document for basic requirements. In addition, study the attached sections
1, 3, and 9 from Part VI of Title 51 of the Louisiana Administrative Code; this is the set of
regulations from which the previous document is derived, and it contains more detailed information.
Once you have read these documents, you may submit a set of professionally-drawn blueprints or
neatly hand-drawn plans, to scale. These plans must include plumbing, mechanical, HVAC,
electrical, equipment, and floor, wall, and ceiling finish schedules; also provide documentation
regarding mold-blowing, bottle-washing, or bottle-filling equipment, as well as ozonators, UV
emitters, or other specialized equipment used in your process. Please note that filling, washing, or
crowning containers manually contravenes the provisions of Part VI of Title 51. In addition to the
materials indicated above, please provide a process diagram that shows the flow of water from the
catchment equipment to the final product capping line, including all steps and intervening
equipment, as well as filters and purification methods. Finally, include a completed copy of the
attached FD-1B Plans Review Questionnaire document

Multi-Service Containers: If your operation intends to reuse containers, you must obtain a
Secondhand Container Permit from this office. Please see the attached Secondhand Container
Packet and submit an FD-4 Application for a License to Use Secondhand Containers in addition
to your other plans paperwork. Note that all multi-service (secondhand) containers are required
to be washed, rinsed, sanitized, and visually inspected prior to filling. The wash, rinse, and
sanitize steps in this process must be performed by a mechanical container-washing device; hand
washing in a 3-compartment sink or by any other means is not permitted. It is highly recommended
that all single-service containers also be washed, rinsed, sanitized, and visually inspected prior to
filling.

Unit Production Code Requirements: State and federal regulations require that you provide a
production code that distinguishes each unique lot of water product. Note that for the purposes of
this section, a lot is a group of primary containers [usually] or unit packages of the same type, size,
and style produced under conditions as nearly uniform as possible and designated by a common
container code or marking. For practical purposes, this typically translates into a single continuous
production run on a single fill line. Codes must specify a unique lot number and also incorporate




information on the date of processing for that lot number. Codes may be printed onto the containers
using indelible ink or imprinted into the container in such a way that the structural integrity is not
compromised. A key or explanation of the code must be provided to the department.

Approval of Private Sewer Treatment Systems: Contact your parish utility office to find out whether
a community sewer system is available at your proposed site; if so, document the name and the
operator of the system on your plans. If not, you will need to install an onsite wastewater treatment
and disposal system. Your district sanitarian will evaluate your facility’s wastewater disposal needs
and advise you on the appropriate unit as part of your plans review. It will be your responsibility to
contact the parish health unit to obtain a permit to install the unit. A copy of this permit should be
forwarded to your district FDU sanitarian.

3. Product Registration: Your non-bulk products (any sizes below 3 gallons) must be registered
with the Central Office. Therefore, you must submit proofs or specimen copies of labels containing
all of the basic information provided in and meeting the criteria outlined in the Basic Requirements
for Prospective Food Manufacturers, Processors, Packers, and Repackers document. Labels
must be submitted to the Program Manager for Product Registration, currently Brian R. Warren, at
(225) 342-7672 [fax] or regular mail at Bin # 14, P.O. Box 4489, Baton Rouge, LA 70821-4489.
Once the program manager advises you that the labels are suitable for registration, you may
assemble a registration packet consisting of the attached FD-9(N) Application for a New Product
Registration Form, a check or money order for $20 per distinct product, and specimens or proofs of
each label. Hold this packet until your facility is ready for inspection. At that time, you may provide
it to your district sanitarian as proof that you have completed the registration process; the sanitarian
will not issue a Permit to Operate without this packet.

Clarification of “Distinct Product” and What It Means in the Bottled Water Industry: An additional
note on registration: the term “distinct product” as it applies to bottled water may mean several
things. If your firm will manufacture a distilled water product and a spring water product, these are
two distinct products. However, if your firm will produce a Brand X distilled water and a Brand Y
distilled water, these are also two distinct products. So, the rule of thumb to follow here is this: if the
water conforms to a different standard of identity as specified in 21 CFR 165.110 (Bottled water)
and LSA R.S. 40: 732 (of the Bottled Water Quality Law), it is a distinct product, and if you
manufacture said product under different brand names or private labels, each of those constitutes a
separate product as well. You must register each product that your firm manufactures, but the
registration fee is capped at 10 products or $200.

4. Food Facility FDA Registration: Section 305 of the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002 requires that existing food facilities be registered with the
Food and Drug Administration no later than December 12, 2003 and that new facilities register prior
to beginning to process, manufacture, pack, or distribute food products.

Online Registration: The easiest way to register your facility is to go to an FDA website and enter
the required information. You may visit either http://www.cfsan.fda.gov/~furls/ovffreg.html or
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http://www.access.fda.gov/. Computers with internet access are available at public libraries
throughout the state, if you do not have one at your home or office. The registration website is
available 24 hours a day and online help is also available. Please note that whether you choose to
complete the registration process on- or offline, FDA does not charge a fee to register your facility.
However, there are various websites that will offer to register your facility with FDA for fees that
may exceed several hundred dollars. If you wish to register your facility online, please visit only one
of the above two links for that purpose.

Offline Registration: Alternatively, you may register your facility offline by obtaining a copy of
Registration Form 3537 and sending to FDA by mail or facsimile. The attached Form 3537
DHHS/FDA - Food Facility Registration Form may be printed out and filled in or it may be
completed by using a computer with the latest version of Adobe Acrobat Reader software (which
may be downloaded free of charge here: http://www.adobe.com/products/acrobat/readstep2.html).
Completed forms may be submitted to FDA at the above address by mail or by facsimile at (301)
210-0247. A duplicate Form 3537 may be requested by calling FDA at 1-800-216-7331 between
6:30 am and 10:00 pm CST or you may request a form in writing by sending your request to US
Food and Drug Administration, HFS-681, 5600 Fishers Lane, Rockville, MD 20857.

5. Source And Product Water Monitoring: Once construction is complete on your well, if you are
relying on a private water supply, you will need to perform tests on a sample taken from your sample
tap. The required testing and monitoring regimen is outlined in the attached Testing Requirements
for Bottled Water — Source and Product document; also relevant is the Notice to Bottled Water
Manufacturers dated October 12, 2006, which provides the schedule on which results are to be
submitted on a routine basis to the Bottled Water Program Manager for review and archiving. If your
water source is an approved Public Water Supply, the document specified in Section 1, above, will
suffice to attest to the adequate quality of the source water.

Once a source sample is collected (according to the guidelines of and using the sample container
provided by the testing laboratory), you may submit the sample for analysis to one of the
laboratories found in the list of certified labs for drinking water chemistry for the performance of
annual, quadrennial, and triennial testing and/or a laboratory on the list of certified labs for drinking
water microbiology for the coliform testing. Once your facility is constructed, you may use an in-
house laboratory to conduct the routine weekly microbiological testing, but annual tests must be
performed by a laboratory on the drinking water chemistry lab list.

Current lists of certified laboratories are available from the OPH Laboratory Certification Program
here: http://www.dhh.louisiana.gov/index.cfm/page/490.

Results Review: As soon as you receive test results back from the laboratory, submit those results by
fax, email, or regular mail to the Sanitarian Program Manager for Bottled Water at Food and Drug
Unit, Bin # 14, P.O. Box 4489, Baton Rouge, LA 70821-4489 or (225) 342-7672. Contact the Food
and Drug Unit’s Central Office staff for an email address for the current Program Manager. The
Program Manager will review the results and provide you with information on which (if any) items
exceed tolerances permitted under EPA/FDA/FDU rules and regulations. These are items that you
will want to pay special attention to when you receive your product testing results.
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Requirements for Crown/Container Testing: In addition to water testing, 21 CFR 129.80 requires
that your facility conduct quarterly testing on your containers and crowns. Specifically, a swab or
rinse test for coliform bacteria must be conducted of at least four containers and crowns pulled from
the fill line just prior to filling and the test must be conducted either by an in-house or approved
Drinking Water Microbiology laboratory. Results of this testing must be submitted to the
Sanitarian Program Manager for Bottled Water along with the quarterly water testing.

Product Water Testing Requirements: Once your facility plans have been approved by the district
sanitarian and construction is complete, you must test a sample of your product water and test it in
accordance with the information provided in the attached Testing Requirements for Bottled Water
— Source and Product document. These test results must be reviewed by the Sanitarian Program
Manager for Bottled Water. If the product water exceeds the maximum contaminant levels shown in
the document above for one or more tested contaminants, the water may be a) retested as is or b)
corrective actions may be taken, such as the addition of extra carbon filters or extra processing steps,
and the water then retested. However, please be aware that no product water will be approved and
no Permit to Operate will be issued for your facility until and unless subsequent rounds of
testing indicate that the water meets the standard of identity requirements outlined in 21 CFR
165.110.

Inspection and Permitting: Once the district sanitarian has received notice that your product water
meets all requirements, (s)he will contact you to schedule a pre-operational inspection of your
facility. At that time, your compliance with the guidelines in the Basic Requirements for
Prospective Food Manufacturers, Processors, Packers, and Repackers document and adherence
to the approved plans will be verified. If there are any problems observed during the inspection, the
sanitarian will document these items on the inspection report and schedule a follow-up inspection.
Once any issues have been addressed and a follow-up inspection completed, the sanitarian will assist
you in completing an LHS-31 Application for Permit to Operate form, which will serve as a
temporary Permit to Operate until receipt of the official document, an approximately 3.75” x 8.5”
light blue LHS-16B form. Post your LHS-31 (and later your LHS-16B) in a conspicuous place along
with similar permit and license documents; your sanitarian will request to see it during subsequent
inspections.

Record-Keeping: A key part of subsequent inspections of your facility will be a records review
conducted by your district sanitarian. By state and federal law, you are required to maintain all
required records at the facility for at least two years. Your sanitarian will be checking for the
following records during his/her site visit: 1) records of testing of product water [and, if applicable,
source water] for contaminants as described above, 2) records of container/crown testing as
described above, 3) records of equipment maintenance and cleaning, and 4) records of
cleaning/sanitizing solution testing.




Attachments: PLEASE FIND THE FOLLOWING DOCUMENTS ATTACHED TO THIS GUIDE

BASIC REQUIREMENTS FOR FOOD MANUFACTURERS, PROCESSORS, PACKERS, AND REPACKERS
FD-1B PLANS REVIEW QUESTIONNAIRE FORM

FD-4 APPLICATION FOR A LICENSE TO USE SECONDHAND CONTAINERS

FD-9(N) APPLICATION FOR A NEW PRODUCT REGISTRATION FORM

FORM 3537 — DHHS/FDA FooD FACILITY REGISTRATION FORM

21 CFR 129 Goob MANUFACTURING PRACTICES FOR BOTTLED WATER

21 CFR 165.110 STANDARD OF IDENTITY FOR BOTTLED WATER

LSAR.S. 40: 681 — 695 (SECONDHAND CONTAINER LAW)

LSAR.S. 40: 731 - 741 (LOUISIANA BOTTLED WATER QUALITY LAW)

PART VI, TITLE 51, LOUISIANA ADMINISTRATIVE CODE (MANUFACTURING, PROCESSING,
PACKING, AND HOLDING OF FOOD, DRUGS, AND COSMETICS), SECTIONS 1,3, AND 9
TESTING REQUIREMENTS FOR BOTTLED WATER — SOURCE AND PRODUCT

NOTICE TO BOTTLED WATER MANUFACTURERS (OCTOBER 12, 2006)
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that all shellstock have met the re-
quirements of this section. These
records shall document:

(1) The date of harvest;

(2) The location of harvest by State
and site;

(3) The quantity and type of shellfish;

(4) The date of receipt by the proc-
essor; and

(5) The name of the harvester, the
name or registration number of the
harvester’s vessel, or an identification
number issued to the harvester by the
shellfish control authority.

(d) To meet the requirements of para-
graph (b) of this section, processors
who receive shucked molluscan shell-
fish shall accept only containers of
shucked molluscan shellfish that bear
a label that complies with §1240.60(c) of
this chapter. Processors shall maintain
records that document that all shucked
molluscan shellfish have met the re-
quirements of this section. These
records shall document:

(1) The date of receipt;

(2) The quantity and type of shellfish;
and

(3) The name and certification num-
ber of the packer or repacker of the
product.

PART 129—PROCESSING AND BOT-
TLING OF BOTILED DRINKING
WATER

Subpart A—General Provisions

Sec.
129.1 Current good manufacturing practice.
129.3 Definitions.

Subpart B—Buildings and Facilities

129.20
129.35
129.37

Plant construction and design.
Sanitary facilities.
Sanitary operations.

Subpart C—Equipment

129.40 Equipment and procedures.

Subpart D [Reserved]

Subpart E—Production and Process
Controls
129.80 Processes and controls.

AUTHORITY: 21 U.S.C. 342, 348, 371, 374; 42
U.S.C. 264.

SOURCE: 42 FR 14355, Mar. 15, 1977, unless
otherwise noted.

§129.3

Subpart A—General Provisions

§129.1 Current good manufacturing
practice.

The applicable criteria in part 110 of
this chapter, as well as the criteria in
§§129.20, 129.35, 129.37, 129.40, and 129.80
shall apply in determining whether the
facilities, methods, practices, and con-
trols used in the processing, bottling,
holding, and shipping of bottled drink-
ing water are in conformance with or
are operated or administered in con-
formity with good manufacturing prac-
tice to assure that bottled drinking
water is safe and that it has been proc-
essed, bottled, held, and transported
under sanitary conditions.

§129.3 Definitions.

For the purposes of this part, the fol-
lowing definitions apply:

(a) Approved source when used in ref-
erence to a plant’s product water or op-
erations water means a source of water
and the water therefrom, whether it be
from a spring, artesian well, drilled
well, municipal water supply, or any
other source, that has been inspected
and the water sampled, analyzed, and
found to be of a safe and sanitary qual-
ity according to applicable laws and
regulations of State and local govern-
ment agencies having jurisdiction. The
presence in the plant of current certifi-
cates or notifications of approval from
the government agency or agencies
having jurisdiction constitutes ap-
proval of the source and the water sup-
ply.
(b) Bottled drinking water means all
water which is sealed in bottles, pack-
ages, or other containers and offered
for sale for human consumption, in-
cluding bottled mineral water.

(c) Lot means a collection of primary
containers or unit packages of the
same size, type, and style produced
under conditions as nearly uniform as
possible and designated by a common
container code or marking.

(d) Multiservice containers means con-
tainers intended for use more than one
time.

(e) Nontoxic materials means mate-
rials for product water contact surfaces
utilized in the transporting, proc-
essing, storing, and packaging of bot-
tled drinking water, which are free of
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§129.20

substances which may render the water
injurious to health or which may ad-
versely affect the flavor, color, odor, or
bacteriological quality of the water.

(f) Operations water means water
which is delivered under pressure to a
plant for container washing, hand
washing, plant and equipment cleanup
and for other sanitary purposes.

(g) Primary container means the im-
mediate container in which the product
water is packaged.

(h) Product water means processed
water used by a plant for bottled drink-
ing water.

(i) Shall and should. ““Shall’’ refers to
mandatory requirements and ‘‘should”
refers to recommended or advisory pro-
cedures or equipment.

(J) Shipping case means a container in
which one or more primary containers
of the product are held.

(k) Single-service container means a
container intended for one time usage
only.

() Unit package means a standard
commercial package of bottled drink-
ing water, which may consist of one or
more containers.

[42 FR 14355, Mar. 6, 1977, as amended at 44
FR 12175, Mar. 6, 1979]

Subpart B—Buildings and Facilities

§129.20 Plant construction and design.

(a) The bottling room shall be sepa-
rated from other plant operations or
storage areas by tight walls, ceilings,
and self-closing doors to protect
against contamination. Conveyor open-
ings shall not exceed the size required
to permit passage of containers.

(b) If processing operations are con-
ducted in other than a sealed system
under pressure, adequate protection
shall be provided to preclude contami-
nation of the water and the system.

(c) Adequate ventilation shall be pro-
vided to minimize condensation in
processing rooms, bottling rooms, and
in container washing and sanitizing
areas.

(d) The washing and sanitizing of
containers for bottled drinking water
shall be performed in an enclosed room.
The washing and sanitizing operation
shall be positioned within the room so
as to minimize any possible post-sani-
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tizing contamination of the containers
before they enter the bottling room.

(e) Rooms in which product water is
handled, processed, or held or in which
containers, utensils, or equipment are
washed or held shall not open directly
into any room used for domestic house-
hold purposes.

§129.35 Sanitary facilities.

Each plant shall provide adequate
sanitary facilities including, but not
limited to, the following:

(@) Product water and operations
water—(1) Product water. The product
water supply for each plant shall be
from an approved source properly lo-
cated, protected, and operated and
shall be easily accessible, adequate,
and of a safe, sanitary quality which
shall be in conformance at all times
with the applicable laws and regula-
tions of the government agency or
agencies having jurisdiction.

(2) Operations water. If different from
the product water supply, the oper-
ations water supply shall be obtained
from an approved source properly lo-
cated, protected, and operated and
shall be easily accessible, adequate,
and of a safe, sanitary quality which
shall be in conformance at all times
with the applicable laws and regula-
tions of the government agency or
agencies having jurisdiction.

(3) Product water and operations water
from approved sources. (i) Samples of
source water are to be taken and ana-
lyzed by the plant as often as nec-
essary, but at a minimum frequency of
once each year for chemical contami-
nants and once every 4 years for radio-
logical contaminants. Additionally,
source water obtained from other than
a public water system is to be sampled
and analyzed for microbiological con-
taminants at least once each week.
This sampling is in addition to any per-
formed by government agencies having
jurisdiction. Records of approval of the
source water by government agencies
having jurisdiction and of sampling
and analyses for which the plant is re-
sponsible are to be maintained on file
at the plant.

(i) Test and sample methods shall be
those recognized and approved by the
government agency or agencies having
jurisdiction over the approval of the
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water source, and shall be consistent
with the minimum requirements set
forth in §165.110(b) of this chapter.

(iii) Analysis of the sample may be
performed for the plant by competent
commercial laboratories (e.g., Environ-
mental Protection Agency (EPA) and
State-certified laboratories).

(4) Source water testing exemptions. (i)
Firms that use a public water system
for source water may substitute public
water system testing results, or certifi-
cates showing full compliance with all
provisions of EPA National Primary
and Secondary Drinking Water Regula-
tions pertaining to chemical contami-
nants (40 CFR parts 141 and 143), for the
testing requirements of §129.35(a)(3).

(ii) Firms that do not use a public
water system as the source of their
water may reduce the frequency of
their testing of that source, as well as
the number of chemical contaminants
for which they test the source water, if
they can document that such reduction
is consistent with a State-issued waiv-
er under EPA regulations (40 CFR parts
141 and 143).

(iii) Firms that do not use a public
water system as the source of their
water and whose source water has not
been treated with a chlorine-based dis-
infectant or ozone do not have to test
their source water for the residual dis-
infectants and DBP’s listed in
§165.110(b)(4)(iii)(H) of this chapter.
Firms that do not use a public water
system as the source of their water but
whose source water has been treated
with a chlorine-based disinfectant or
ozone must test their source water for

the residual disinfectants and the
DBP’s listed in §165.110(b)(4)(iii)(H)
that are likely to result from such
treatment.

(iv) The finished bottled water must
comply with bottled water quality
standards (21 CFR 165.110(b)) and sec-
tion 402(a)(1) of the act dealing with
adulterated foods.

(b) Air under pressure. Whenever air
under pressure is directed at product
water or a product water-contact sur-
face, it shall be free of oil, dust, rust,
excessive moisture, and extraneous ma-
terials; shall not affect the bacterio-
logical quality of the water; and should
not adversely affect the flavor, color,
or odor of the water.

§129.40

(c) Locker and lunchrooms. When em-
ployee locker and lunchrooms are pro-
vided, they shall be separate from
plant operations and storage areas and
shall be equipped with self-closing
doors. The rooms shall be maintained
in a clean and sanitary condition and
refuse containers should be provided.
Packaging or wrapping material or
other processing supplies shall not be
stored in locker or lunchrooms.

[42 FR 14355, Mar. 15, 1977, as amended at 44
FR 12175, Mar. 6, 1979; 60 FR 57123, Nov. 13,
1995; 66 FR 16865, Mar. 28, 2001]

§129.37 Sanitary operations.

(a) The product water-contact sur-
faces of all multiservice containers,
utensils, pipes, and equipment used in
the transportation, processing, han-
dling, and storage of product water
shall be clean and adequately sanitized.
All product water-contact surfaces
shall be inspected by plant personnel as
often as necessary to maintain the san-
itary condition of such surfaces and to
assure they are kept free of scale, evi-
dence of oxidation, and other residue.
The presence of any unsanitary condi-
tion, scale, residue, or oxidation shall
be immediately remedied by adequate
cleaning and sanitizing of that product
water-contact surface prior to use.

(b) After cleaning, all multiservice
containers, utensils, and disassembled
piping and equipment shall be trans-
ported and stored in such a manner as
to assure drainage and shall be pro-
tected from contamination.

(c) Single-service containers and caps
or seals shall be purchased and stored
in sanitary closures and kept clean
therein in a clean, dry place until used.
Prior to use they shall be examined,
and as necessary, washed, rinsed, and
sanitized and shall be handled in a san-
itary manner.

(d) Filling, capping, closing, sealing,
and packaging of containers shall be
done in a sanitary manner so as to pre-
clude contamination of the bottled
drinking water.

Subpart C—Equipment

§129.40 Equipment and procedures.

(a) Suitability. (1) All plant equipment
and utensils shall be suitable for their
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§129.80

intended use. This includes all collec-
tion and storage tanks, piping, fittings,
connections, bottle washers, fillers,
cappers, and other equipment which
may be used to store, handle, process,
package, or transport product water.

(2) All product water contact surfaces
shall be constructed of nontoxic and
nonabsorbant material which can be
adequately cleaned and sanitized and is
in compliance with section 409 of the
act.

(b) Design. Storage tanks shall be of
the type that can be closed to exclude
all foreign matter and shall be ade-
quately vented.

Subpart D [Reserved]

Subpart E—Production and
Process Controls

§129.80 Processes and controls.

(@) Treatment of product water. All
treatment of product water by distilla-
tion, ion-exchanging, filtration, ultra-
violet treatment, reverse o0smosis,
carbonation, mineral addition, or any
other process shall be done in a manner
so as to be effective in accomplishing
its intended purpose and in accordance
with section 409 of the Federal Food,
Drug, and Cosmetic Act. All such proc-
esses shall be performed in and by
equipment and with substances which
will not adulterate the bottled product.
A record of the type and date of phys-
ical inspections of such equipment,
conditions found, and the performance
and effectiveness of such equipment
shall be maintained by the plant. Prod-
uct water samples shall be taken after
processing and prior to bottling by the
plant and analyzed as often as is nec-
essary to assure uniformity and effec-
tiveness of the processes performed by
the plant. The methods of analysis
shall be those approved by the govern-
ment agency or agencies having juris-
diction.

(b) Containers. (1) Multiservice pri-
mary containers shall be adequately
cleaned, sanitized, and inspected just
prior to being filled, capped, and
sealed. Containers found to be unsani-
tary or defective by the inspection
shall be reprocessed or discarded. All
multiservice primary containers shall
be washed, rinsed, and sanitized by me-
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chanical washers or by any other meth-
od giving adequate sanitary results.
Mechanical washers shall be inspected
as often as is necessary to assure ade-
quate performance. Records of physical
maintenance, inspections and condi-
tions found, and performance of the
mechanical washer shall be maintained
by the plant.

(2) Multiservice shipping cases shall
be maintained in such condition as to
assure they will not contaminate the
primary container or the product
water. Adequate dry or wet cleaning
procedures shall be performed as often
as necessary to maintain the cases in
satisfactory condition.

(c) Cleaning and sanitizing solutions.
Cleaning and sanitizing solutions uti-
lized by the plant shall be sampled and
tested by the plant as often as is nec-
essary to assure adequate performance
in the cleaning and sanitizing oper-
ations. Records of these tests shall be
maintained by the plant.

(d) Sanitizing operations. Sanitizing
operations, including those performed
by chemical means or by any other
means such as circulation of live steam
or hot water, shall be adequate to ef-
fect sanitization of the intended prod-
uct water-contact surfaces and any
other critical area. The plant should
maintain a record of the intensity of
the sanitizing agent and the time dura-
tion that the agent was in contact with
the surface being sanitized. The fol-
lowing times and intensities shall be
considered a minimum:

(1) Steam in enclosed system: At
least 170 °F for at least 15 minutes or at
least 200 °F for at least 5 minutes.

(2) Hot water in enclosed system: At
least 170 °F for at least 15 minutes or at
least 200 °F for at least 5 minutes.

(3) Chemical sanitizers shall be
equivalent in bactericidal action to a 2-
minute exposure of 50 parts per million
of available chlorine at 57 °F when used
as an immersion or circulating solu-
tion. Chemical sanitizers applied as a
spray or fog shall have as a minimum
100 parts per million of available chlo-
rine at 57 °F or its equivalent in bac-
tericidal action.

(4) 0.1 part per million ozone water
solution in an enclosed system for at
least 5 minutes.
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(5) When containers are sanitized
using a substance other than one pro-
vided for in §178.1010 of this chapter,
such substance shall be removed from
the surface of the container by a rins-
ing procedure. The final rinse, prior to
filling the container with product
water, shall be performed with a dis-
infected water rinse free of pathogenic
bacteria or by an additional sanitizing
procedure equivalent in bactericidal
action to that required in paragraph
(d)(3) of this section.

(e) Unit package production code. Each
unit package from a batch or segment
of a continuous production run of bot-
tled drinking water shall be identified
by a production code. The production
code shall identify a particular batch
or segment of a continuous production
run and the day produced. The plant
shall record and maintain information
as to the kind of product, volume pro-
duced, date produced, lot code used,
and the distribution of the finished
product to wholesale and retail outlets.

(f) Filling, capping, or sealing. During
the process of filling, capping or seal-
ing either single-service or multi-
service containers, the performance of
the filler, capper or sealer shall be
monitored and the filled containers
visually or electronically inspected to
assure they are sound, properly capped
or sealed, and coded and labeled. Con-
tainers which are not satisfactory shall
be reprocessed or rejected. Only
nontoxic containers and closures shall
be used. All containers and closures
shall be sampled and inspected to as-
certain that they are free from con-
tamination. At least once each 3
months, a bacteriological swab and/or
rinse count should be made from at
least four containers and closures se-
lected just prior to filling and sealing.
No more than one of the four samples
may exceed more than one bacteria per
milliliter of capacity or one colony per
square centimeter of surface area. All
samples shall be free of coliform orga-
nisms. The procedure and apparatus for
these bacteriological tests shall be in
conformance with those recognized by
the government agency or agencies
having jurisdiction. Tests shall be per-
formed either by qualified plant per-
sonnel or a competent commercial lab-
oratory.
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(g) Compliance procedures. A quality
standard for bottled drinking water is
established in §165.110(b) of this chap-
ter. To assure that the plant’s produc-
tion of bottled drinking water complies
with the applicable standards, laws,
and regulations of the government
agency or agencies having jurisdiction,
the plant will analyze product samples
as follows:

(1) For bacteriological purposes, take
and analyze at least once a week a rep-
resentative sample from a batch or seg-
ment of a continuous production run
for each type of bottled drinking water
produced during a day’s production.
The representative sample shall consist
of primary containers of product or
unit packages of product.

(2) For chemical, physical, and radio-
logical purposes, take and analyze at
least annually a representative sample
from a batch or segment of a contin-
uous production run for each type of
bottled drinking water produced during
a day’s production. The representtive
sample(s) consists of primary con-
tainers of product of unit packages of
product.

(3) Analyze such samples by methods
approved by the government agency or
agencies having jurisdiction. The plant
shall maintain records of date of sam-
pling, type of product sampled, produc-
tion code, and results of the analysis.

(h) Record retention. All records re-
quired by §§129.1, 129.20, 129.35, 129.37,
129.40, and 129.80 shall be maintained at
the plant for not less than 2 years.
Plants shall also retain, on file at the
plant, current certificates or notifica-
tions of approval issued by the govern-
ment agency or agencies approving the
plant’s source and supply of product
water and operations water. All re-
quired documents shall be available for
official review at reasonable times.

[42 FR 14355, Mar. 15, 1977, as amended at 44
FR 12175, Mar, 6, 1979; 60 FR 57124, Nov. 13,
1995]

PART 130—FOOD STANDARDS:
GENERAL

Subpart A—General Provisions

Sec.
130.3 Definitions and interpretations.
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Subpart A—General Provisions

§165.3 Definitions.

(@) Alot is:

(1) For purposes of determining qual-
ity factors related to manufacture,
processing, or packing, a collection of
primary containers or units of the
same size, type, and style produced
under conditions as nearly uniform as
possible and usually designated by a
common container code or marking, or
in the absence of any common con-
tainer code or marking, a day’s produc-
tion.

(2) For purposes of determining qual-
ity factors related to distribution and
storage, a collection of primary con-
tainers or units transported, stored, or
held under conditions as nearly uni-
form as possible.

(b) A sample consists of 10 subsamples
(consumer units), one taken from each
of 10 different randomly chosen ship-
ping cases to be representative of a
given lot, unless otherwise specified in
a specific standard in this part.

(c) An analytical unit is the portion(s)
of food taken from a subsample of a
sample for the purpose of analysis.

Subpart B—Requirements for
Specific Standardized Beverages

§165.110 Bottled water.

(a) ldentity—(1) Description. Bottled
water is water that is intended for
human consumption and that is sealed
in bottles or other containers with no
added ingredients except that it may
optionally contain safe and suitable
antimicrobial agents. Fluoride may be
optionally added within the limitations
established in §165.110(b)(4)(ii). Bottled
water may be used as an ingredient in
beverages (e.g., diluted juices, flavored
bottled waters). It does not include
those food ingredients that are de-
clared in ingredient labeling as
“water,”” ‘‘carbonated water,” ‘‘dis-
infected water,” ‘‘filtered water,”
‘‘seltzer water,” ‘‘soda water,” ‘‘spar-
kling water,” and ‘“‘tonic water.” The
processing and bottling of bottled
water shall comply with applicable reg-
ulations in part 129 of this chapter.

(2) Nomenclature. The name of the
food is ‘‘bottled water,” ‘‘drinking

§165.110

water,”” or alternatively one or more of
the following terms as appropriate:

(i) The name of water from a well
tapping a confined aquifer in which the
water level stands at some height
above the top of the aquifer is “‘arte-
sian water’” or ‘“‘artesian well water.”
Artesian water may be collected with
the assistance of external force to en-
hance the natural underground pres-
sure. On request, plants shall dem-
onstrate to appropriate regulatory offi-
cials that the water level stands at
some height above the top of the aqui-
fer.

(i) The name of water from a sub-
surface saturated zone that is under a
pressure equal to or greater than at-
mospheric pressure is ‘‘ground water.”
Ground water must not be under the di-
rect influence of surface water as de-
fined in 40 CFR 141.2.

(iii) The name of water containing
not less than 250 parts per million
(ppm) total dissolved solids (TDS),
coming from a source tapped at one or
more bore holes or springs, originating
from a geologically and physically pro-
tected underground water source, may
be “mineral water.” Mineral water
shall be distinguished from other types
of water by its constant level and rel-
ative proportions of minerals and trace
elements at the point of emergence
from the source, due account being
taken of the cycles of natural fluctua-
tions. No minerals may be added to
this water.

(iv) The name of water that has been
produced by distillation, deionization,
reverse osmosis, or other suitable proc-
esses and that meets the definition of
“purified water” in the United States
Pharmacopeia, 23d Revision, January 1,
1995, which is incorporated by reference
in accordance with 5 U.S.C. 551(a) and 1
CFR part 51. (Copies may be obtained
from the United States Pharmacopial
Convention, Inc., 12601 Twinbrook
Pkwy., Rockville, MD 20852 and may be
examined at the Center for Food Safety
and Applied Nutrition’s Library, 5100
Paint Branch Pkwy., College Park, MD
20740, or at the Office of the Federal
Register, 800 North Capitol St. NW.,
suite 700, Washington, DC), may be
“purified water’” or ‘‘demineralized
water.” Alternatively, the water may
be called ‘‘deionized water” if the
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water has been processed by
deionization, ‘‘distilled water” if it is
produced by distillation, ‘“‘reverse os-
mosis water” if the water has been
processed by reverse osmosis, and
e drinking water’ with the blank
being filled in with one of the defined
terms describing the water in this
paragraph (e.g., ‘‘purified drinking
water’ or ‘‘deionized drinking water’’).

(v) The name of water that, after
treatment and possible replacement of
carbon dioxide, contains the same
amount of carbon dioxide from the
source that it had at emergence from
the source may be ‘‘sparkling bottled
water.”

(vi) The name of water derived from
an underground formation from which
water flows naturally to the surface of
the earth may be ‘spring water.”
Spring water shall be collected only at
the spring or through a bore hole tap-
ping the underground formation feed-
ing the spring. There shall be a natural
force causing the water to flow to the
surface through a natural orifice. The
location of the spring shall be identi-
fied. Spring water collected with the
use of an external force shall be from
the same underground stratum as the
spring, as shown by a measurable hy-
draulic connection using a
hydrogeologically valid method be-
tween the bore hole and the natural
spring, and shall have all the physical
properties, before treatment, and be of
the same composition and quality, as
the water that flows naturally to the
surface of the earth. If spring water is
collected with the use of an external
force, water must continue to flow nat-
urally to the surface of the earth
through the spring’s natural orifice.
Plants shall demonstrate, on request,
to appropriate regulatory officials,
using a hydrogeologically valid meth-
od, that an appropriate hydraulic con-
nection exists between the natural ori-
fice of the spring and the bore hole.

(vii) The name of water that meets
the requirements under ‘‘Sterility
Tests’ <71> in the United States Phar-
macopeia, 23d Revision, January 1,
1995, which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR 51. (Copies may be obtained from
the United States Pharmacopeial Con-
vention, Inc., 12601 Twinbrook Pkwy.,
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Rockville, MD 20852 and may be exam-
ined at the Center for Food Safety and
Applied Nutrition’s Library, 5100 Paint
Branch Pkwy., College Park, MD 20740,
or at the Office of the Federal Register,
800 North Capitol St. NW., suite 700,
Washington, DC), may be ‘sterile
water.” Alternatively, the water may
be called “‘sterilized water.”

(viii) The name of water from a hole
bored, drilled, or otherwise constructed
in the ground which taps the water of
an aquifer may be ““‘well water.”’

(3) Other label statements. (i) If the
TDS content of mineral water is below
500 ppm, or if it is greater than 1,500
ppm, the statement ‘“‘low mineral con-
tent” or the statement ‘‘high mineral
content”, respectively, shall appear on
the principal display panel following
the statement of identity in type size
at least one-half the size of the state-
ment of identity but in no case of less
than one-sixteenth of an inch. If the
TDS of mineral water is between 500
and 1,500 ppm, no additional statement
need appear.

(ii) When bottled water comes from a
community water system, as defined in
40 CFR 141.2, except when it has been
treated to meet the definitions in para-
graphs (a)(2)(iv) and (a)(2)(vii) of this
section and is labeled as such, the label
shall state “‘from a community water
system’’ or, alternatively, “from a mu-
nicipal source’ as appropriate, on the
principal display panel or panels. This
statement shall immediately and con-
spicuously precede or follow the name
of the food without intervening writ-
ten, printed, or graphic matter, other
than statements required by paragraph
(c) of this section, in type size at least
one-half the size of the statement of
identity but in no case of less than one-
sixteenth of an inch.

(iii) When the label or labeling of a
bottled water product states or implies
(e.g., through label statements or vi-
gnettes with references to infants) that
the bottled water is for use in feeding
infants, and the product is not com-
mercially sterile under §113.3(e)(3)(i) of
this chapter, the product’s label shall
bear conspicuously and on the prin-
cipal display panel the statement “Not
sterile. Use as directed by physician or
by labeling directions for use of infant
formula.”
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(4) Label declaration. Each of the in-
gredients used in the food shall be de-
clared on the label as required by the
applicable sections of parts 101 and 130
of this chapter.

(b) Quality. The standard of quality
for bottled water, including water for
use as an ingredient in beverages (ex-
cept those described in the labeling as
“water,” ‘‘carbonated water,” ‘‘dis-
infected water,” ‘“‘filtered water,”
“‘seltzer water,” ‘‘soda water,” ‘‘spar-
kling water,” and ‘“tonic water”’), is as
follows:

(1) Definitions. (i) Trihalomethane
(THM) means one of the family of or-
ganic compounds, named as derivatives
of methane, wherein three of the four
hydrogen atoms in methane are each
substituted by a halogen atom in the
molecular structure.

(ii) Total trihalomethanes (TTHM)
means the sum of the concentration in
milligrams per liter of the
trihalomethane compounds (trichloro-
methane, dibromochloromethane,
bromodichloromethane, and
tribromomethane), rounded to two sig-
nificant figures.

(iii) Haloacetic acids (five) (HAADS5)
means the sum of the concentrations in
milligrams per liter of the haloacetic
acid compounds (monochloroacetic
acid, dichloroacetic acid,
trichloroacetic acid, monobromoacetic
acid, and dibromoacetic acid), rounded
to two significant figures after addi-
tion.

(2) Microbiological quality. Bottled
water shall, when a sample consisting
of analytical units of equal volume is
examined by the methods described in
applicable sections of ‘‘Standard Meth-
ods for the Examination of Water and
Wastewater,”” 15th Ed. (1980), American
Public Health Association, which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51
(copies may be obtained from the
American Public Health Association,
800 I St. NW., Washington, DC 20001, or
a copy may be examined at the Office
of the Federal Register, 800 North Cap-
itol St., NW., suite 700, Washington,
DC, or at the Center for Food Safety
and Applied Nutrition’s Library, 200 C
St., SW., Washington, DC), meet the
following standards of microbiological
quality:

§165.110

(i) Multiple-tube fermentation method.
Not more than one of the analytical
units in the sample shall have a most
probable number (MPN) of 2.2 or more
coliform organisms per 100 milliliters
and no analytical unit shall have an
MPN of 9.2 or more coliform organisms
per 100 milliliters; or

(ii) Membrane filter method. Not more
than one of the analytical units in the
sample shall have 4.0 or more coliform
organisms per 100 milliliters and the
arithmetic mean of the coliform den-
sity of the sample shall not exceed one
coliform organism per 100 milliliters.

(3) Physical quality. Bottled water
shall, when a composite of analytical
units of equal volume from a sample is
examined by the method described in
applicable sections of ‘“‘Standard Meth-
ods for the Examination of Water and
Wastewater,” 15th Ed. (1980), which is
incorporated by reference (the avail-
ability of this incorporation by ref-
erence is given in paragraph (b)(2) of
this section), meet the following stand-
ards of physical quality:

(i) The turbidity shall not exceed 5
units.

(i) The color shall
units.?!

(iii) The odor shall not exceed thresh-
old odor No. 3.1

(4) Chemical quality. (i)(A) Bottled
water shall, when a composite of ana-
lytical units of equal volume from a
sample is examined by the methods de-
scribed in paragraph (b)(4)(i)(B) of this
section, meet standards of chemical
quality and shall not contain chemical
substances in excess of the following
concentrations:

not exceed 15

Substance ingrams por fer
Arsenic 0.05
Chloride® . 250.0
Iron' ........... 0.3
Manganese' 0.05
Phenols ............... 0.001
Total dissolved solids? . 500.0
Zinc! 5.0

1Mineral water is exempt from allowable level. The exemp-
tions are aesthetically based allowable levels and do not re-
late to a health concern.

1Mineral water is exempt from allowable
level. The exemptions are aesthetically
based allowable levels and do not relate to a
health concern.
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(B) Analyses conducted to determine
compliance with paragraph (b)(4)(i)(A)
of this section shall be made in accord-
ance with the methods described in the
applicable sections of ‘‘Standard Meth-
ods for the Examination of Water and
Wastewater,”” 15th Ed. (1980), or
““Methods for Chemical Analysis of
Water and Wastes,”” Environmental
Monitoring and Support Laboratory
(EMSL), EPA-600/4-79-020, March 1983,
U.S. Environmental Protection Agency
(EPA), both of which are incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51.

(C) Analyses for organic substances
shall be determined by the appropriate
methods set forth below. The methods
in paragraphs (b)(4)(i) (C)(1) and (C)(2)
of this section are incorporated by ref-
erence in accordance with 5 U.S.C.
552(a) and 1 CFR part 51 and are de-
scribed in ‘“Standard Methods for Ex-
amination of Water and Wastewater,”’
15th Ed. (1980). Copies may be obtained
from the American Public Health Asso-
ciation, 800 I St. NW., Washington DC
20001, and examined at the Office of the
Federal Register, 800 North Capitol St.,
NW., suite 700, Washington DC, or the
Center for Food Safety and Applied Nu-
trition’s Library, 200 C St. NW., Wash-
ington DC. The methods in paragraphs
bY@ (1H)(C)(B) and (C)(4) are cross-ref-
erenced in 40 CFR part 141, subpart C,
appendix C.

(1) ““Methods for Organochlorine Pes-
ticides in Industrial Effluents;”

2 “Methods for Chlorinated
Phenoxy Acid Herbicides in Industrial
Effluents,”” November 28, 1973;

B “Part I: The Analysis of
Trihalomethanes in Finished Waters by
the Purge and Trap Method;”” which is
cross-referenced in 40 CFR part 141,
subpart C, appendix C;

(4) “Part 1l: The Analysis of
Trihalomethanes in Drinking Water by
Liquid/Liquid Extraction,” which is
cross-referenced in 40 CFR part 141,
subpart C, appendix C;

(ii)(A) Bottled water packaged in the
United States to which no fluoride is
added shall not contain fluoride in ex-
cess of the levels in Table 1 and these
levels shall be based on the annual av-
erage of maximum daily air tempera-
tures at the location where the bottled
water is sold at retail.

21 CFR Ch. | (4-1-04 Edition)

TABLE 1

Fluoride con-
centration in mil-
ligrams per liter

Annual average of maximum daily air tem-
peratures (°F)

53.7 and below .. . 24
53.8-58.3 ....... 22
58.4-63.8 ... 2.0
63.9-70.6 ... 1.8
70.7-79.2 ... 1.6
79.3-90.5 ..o 1.4

(B) Imported bottled water to which
no fluoride is added shall not contain
fluoride in excess of 1.4 milligrams per
liter.

(C) Bottled water packaged in the
United States to which fluoride is
added shall not contain fluoride in ex-
cess of levels in Table 2 and these lev-
els shall be based on the annual aver-
age of maximum daily air tempera-
tures at the location where the bottled
water is sold at retail.

TABLE 2

Fluoride con-
centration in mil-
ligrams per liter

Annual average of maximum daily air tem-
peratures (°F)

58.7 and below
53.8-58.3 .......
58.4-63.8 ...
63.9-70.6 ...
70.7-79.2 ...
79.3-90.5

Ot
omobdwuN

(D) Imported bottled water to which
fluoride is added shall not contain fluo-
ride in excess of 0.8 milligram per liter.

(iii) Having consulted with EPA as
required by section 410 of the Federal
Food, Drug, and Cosmetic Act, the
Food and Drug Administration has de-
termined that bottled water, when a
composite of analytical units of equal
volume from a sample is examined by
the methods listed in paragraphs
(b)@)(iii)(E) through (b)(4)(iii)(F), and
(b)(4)(ii1)(G) of this section, shall not
contain the following chemical con-
taminants in excess of the concentra-
tions specified in paragraphs
(b)@)(iii)(A) through (b)(4)(iii)(D) of
this section.

(A) The allowable levels for inorganic
substances are as follows:

Concentration in milligrams
per liter
(or as specified)

Contaminant

. | .006.
2.
. 1 0.004.

Antimony
Barium ..
Beryllium
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Contaminant

Concentration in milligrams
per liter
(or as specified)

Cadmium ...
Chromium
Copper ....
Cyanide
Lead ....
Mercury
Nickel
Nitrate .
Nitrite ..
Total Nitrate and Nitrite
Selenium ....
Thallium

0.005.
0.1.
1.0.
0.2.
0.005.

0.1.

10 (as nitrogen).
1 (as nitrogen).
10 (as nitrogen).
0.05.

0.002.

(B) The allowable

levels for volatile

organic chemicals (VOC’s) are as fol-

lows:

Contaminant
(CAS Reg. No.)

Concentration in
milligrams per liter

Benzene (71-43-2)
Carbon tetrachloride (56—-23-5)
o- Dichlorobenzene (95-50-1) .
p- Dichlorobenzene (106—-46-7)
1,2-Dichloroethane (107—-06-2)
1,1-Dichloroethylene (75-35-4)

cis-1,2-Dichloroethylene (156-59-2)
trans-1,2-Dichloroethylene (156—60-5) ...

Dichloromethane (75-09-2)
1,2-Dichloropropane (78-87-5)
Ethylbenzene (100-41-4)

Monochlorobenzene (108-90-7) ..

Styrene (100—42-5)
Tetrachloroethylene (127-18-4)
Toluene (108-88-3)

1,2,4-Trichlorobenzene (120-82-1)

1,1,1-Trichloroethane (71-55-6)

1,1,2-Trichloroethane (79-00-5) .

Trichloroethylene (79-01-6) ..
Vinyl chloride (75-01-4) .
Xylenes (1330-20-7)

0.005
0.005
0.6
0.075
0.005
0.007
0.07
0.1
0.005
0.005
0.7
0.1
0.1
0.005
1

0.07

0.20

0.005

0.005

0.002
10

(C) The allowable levels for pesticides

and other synthetic

organic chemicals

(SOC'’s) are as follows:

Contaminant
(CAS Reg. No.)

Concentration in
milligrams per liter

Alachlor (15972-60-8) ...
Atrazine (1912-24-9) ..
Benzo(a)pyrene (50-32-8) .
Carbofuran (1563-66-2)
Chlordane (57-74-9)
Dalapon (75-99-0)

1,2-Dibromo-3-chloropropane (96-12-8

2,4-D (94-75-7)

Di(2-ethylhexyl)adipate (103-23-1)

Dinoseb (88-85-7) ..
Diquat (85-00-7) ..
Endothall (145-73-3)
Endrin (72-20-8)
Ethylene dibromide (106-93-4)
Glyphosate (1071-53-6)
Heptachlor (76-44-8)

Heptachlor epoxide (1024-57-3) .

Hexachlorobenzene (118-74-4)

Hexachlorocyclopentadiene (77-47-4)

Lindane (58-89-9)
Methoxychlor (72—43-5) .
Oxamyl (23135-22-0) ....

0.002
0.003
0.0002
0.04

. 0.002
0.2
0.0002
0.07
0.4
0.007
0.02
0.1
0.002
0.00005
0.7
0.0004
0.0002
0.001
0.05
0.0002
0.04
0.2

Concentration in
milligrams per liter

Contaminant
(CAS Reg. No.)

Pentachlorophenol (87-86-5) ................. 0.001
PCB’s (as decachlorobiphenyl) (1336-

36-3) e . 0.0005
Picloram (1918-02-1) 0.5
Simazine (122-34-9) ... 0.004

2,3,7,8-TCDD (Dioxin) (1746-01-6) ....... 3x10-8
Toxaphene (8001-35-2) .
2,4,5-TP (Silvex) (93-72-1) .

(D) The allowable levels for certain
chemicals for which EPA has estab-
lished secondary maximum contami-
nant levels in its drinking water regu-
lations (40 CFR part 143) are as follows:

Concentration in
milligrams per
liter

Contaminant

AluMINUM e 0.2
Silver 0.1
Sulfate ! . 250.0

1Mineral water is exempt from allowable level. The exemp-
tions are aesthetically based allowable levels and do not re-
late to a health concern.

(E) Analyses to determine compli-
ance with the requirements of para-
graph (b)(4)(iii)(A) of this section shall
be conducted in accordance with an ap-
plicable method and applicable revi-
sions to the methods listed in para-
graphs LY@ i) (E)() through
(b)(4)(ii1)(E)(13) of this section and de-
scribed, unless otherwise noted, in
““Methods for Chemical Analysis of
Water and Wastes,”” U.S. EPA Environ-
mental Monitoring and Support Lab-
oratory (EMSL), Cincinnati, OH 45258
(EPA-600/4-79-020), March 1983, which is
incorporated by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies of this publication are
available from the National Technical
Information Service (NTIS), U.S. De-
partment of Commerce, 5285 Port
Royal Rd., Springfield, VA 22161, or
may be examined at the Center for
Food Safety and Applied Nutrition’s
Library, Food and Drug Administra-
tion, 5100 Paint Branch Pkwy., College
Park, MD 20740, or at the Office of the
Federal Register, 800 North Capitol
Street NW., suite 700, Washington, DC.

(1) Antimony shall be measured using
the following methods:

(i) Method 204.2—**Atomic Absorp-
tion; furnace technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
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by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(iil) Method 200.8—‘‘Determination of
Trace Elements in Water and Wastes
by Inductively Coupled Plasma-Mass
Spectrometry,” Rev. 4.4, April 1991,
U.S. EPA, EMSL. The revision is con-
tained in the manual entitled ‘““Meth-
ods for the Determination of Metals in
Environmental Samples,” Office of Re-
search and Development, Washington,
DC 20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. Copies of this publication
are available from the National Tech-
nical Information Service, U.S. Depart-
ment of Commerce, 5285 Port Royal
Rd., Springfield, VA 22161, or may be
examined at the Center for Food Safety
and Applied Nutrition’s Library, Food
and Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740,
or at the Office of the Federal Register,
800 North Capitol Street NW., suite 700,
Washington, DC.

(iii) Method 200.9—‘*Determination of
Trace Elements by Stabilized Tempera-
ture Graphite Furnace Atomic Absorp-
tion Spectrometry,” Rev. 1.2, April
1991, U.S. EPA, EMSL. The revision is
contained in the manual entitled
‘““Methods for the Determination of
Metals in Environmental Samples,”” Of-
fice of Research and Development,
Washington, DC 20460, (EPA/600/4-91/
010), June 1991, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in paragraph
(b)(@)(iii)(E)(1)(ii) of this section.

(iv) Method D-3697-92—‘‘Standard
Test Method for Antimony in Water,”
contained in the Annual Book of ASTM
Standards, vols. 11.01 and 11.02, 1995,
American Society for Testing and Ma-
terials, 100 Barr Harbor Dr., West
Conshohocken, PA 19428, which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
Copies of this publication are available
from American Society for Testing and
Materials, 100 Barr Harbor Dr., West
Conshohocken, PA 19428, or may be ex-
amined at the Center for Food Safety
and Applied Nutrition’s Library, Food
and Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740,
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or at the Office of the Federal Register,
800 North Capitol Street NW., suite 700,
Washington, DC.

(2) Barium shall be measured using
the following methods:

(i) Method 208.2—‘“Atomic Absorp-
tion; furnace technique,”” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(il) Method 208.1—‘‘Atomic Absorp-
tion; direct aspiration,” which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(iii) Method 200.7—*‘Determination of
Metals and Trace Elements in Water
and Wastes by Inductively Coupled
Plasma-Atomic Emission Spectrom-
etry,” Rev. 3.3, April 1991, U.S. EPA,
EMSL. The revision is contained in the
manual entitled ‘“Methods for the De-
termination of Metals in Environ-
mental Samples,”” Office of Research
and Development, Washington, DC
20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(3) Beryllium shall be measured using
the following methods:

(i) Method 210.2—‘*Atomic Absorp-
tion; Furnace Technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(i) Method 200.7—‘‘Determination of
Metals and Trace Elements in Water
and Wastes by Inductively Coupled
Plasma-Atomic Emission Spectrom-
etry,” Rev. 3.3, April 1991, U.S. EPA,
EMSL. The revision is contained in the
manual entitled “Methods for the De-
termination of Metals in Environ-
mental Samples,”” Office of Research
and Development, Washington, DC
20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
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paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(iii) Method 200.8—‘‘Determination of
Trace Elements in Water and Wastes
by Inductively Coupled Plasma-Mass
Spectrometry,” Rev. 4.4, April 1991,
U.S. EPA, EMSL. The revision is con-
tained in the manual entitled ‘“Meth-
ods for the Determination of Metals in
Environmental Samples,” Office of Re-
search and Development, Washington,
DC 20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(iv) Method 200.9—‘‘Determination of
Trace Elements by Stabilized Tempera-
ture Graphite Furnace Atomic Absorp-
tion Spectrometry,” Rev. 1.2, April
1991, U.S. EPA, EMSL. The revision is
contained in the manual entitled
‘““Methods for the Determination of
Metals in Environmental Samples,’” Of-
fice of Research and Development,
Washington, DC 20460, (EPA/600/4-91/
010), June 1991, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in paragraph
(b)(@) (i) (E)(1)(ii) of this section.

(4) Cadmium shall be measured using
the following methods:

(i) Method 213.2—*“Atomic Absorp-
tion; Furnace Technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(i) Method 200.7—‘‘Determination of
Metals and Trace Elements in Water
and Wastes by Inductively Coupled
Plasma-Atomic Emission Spectrom-
etry,” Rev. 3.3, April 1991, U.S. EPA,
EMSL. The revision is contained in the
manual entitled ‘““Methods for the De-
termination of Metals in Environ-
mental Samples,”” Office of Research
and Development, Washington, DC
20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
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paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(5) Chromium shall be measured
using the following methods:

(i) Method 218.2—**Atomic Absorp-
tion; furnace technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(ii) Method 200.7—‘‘Determination of
Metals and Trace Elements in Water
and Wastes by Inductively Coupled
Plasma-Atomic Emission Spectrom-
etry,” Rev. 3.3, April 1991, U.S. EPA,
EMSL. The revision is contained in the
manual entitled ‘“Methods for the De-
termination of Metals in Environ-
mental Samples,”” Office of Research
and Development, Washington, DC
20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(6) Copper shall be measured as total
recoverable metal without filtration
using the following methods:

(i) Method 220.2—‘“Atomic Absorp-
tion; furnace technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(i) Method 220.1—‘Atomic Absorp-
tion; direct aspiration,” which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of these incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(iii) Method 200.7—‘*Determination of
Metals and Trace Elements in Water
and Wastes by Inductively Coupled
Plasma-Atomic Emission Spectrom-
etry,” Rev. 3.3, April 1991, U.S. EPA,
EMSL. The revision is contained in the
manual entitled ‘“Methods for the De-
termination of Metals in Environ-
mental Samples,”” Office of Research
and Development, Washington, DC
20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
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paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(iv) Method 200.8—‘‘Determination of
Trace Elements in Water and Wastes
by Inductively Coupled Plasma-Mass
Spectrometry,” Rev. 4.4, April 1991,
U.S. EPA, EMSL. The revision is con-
tained in the manual entitled ‘““Meth-
ods for the Determination of Metals in
Environmental Samples,” Office of Re-
search and Development, Washington,
DC 20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(2)(ii) of this sec-
tion.

(v) Method 200.9—‘‘Determination of
Trace Elements by Stabilized Tempera-
ture Graphite Furnace Atomic Absorp-
tion Spectrometry,” Rev. 1.2, April
1991, U.S. EPA, EMSL. The revision is
contained in the manual entitled
‘““Methods for the Determination of
Metals in Environmental Samples,” Of-
fice of Research and Development,
Washington, DC 20460, (EPA/600/4-91/
010), June 1991, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in paragraph
(b)(@)(iii)(E)(1)(ii) of this section.

(7) Cyanide shall be measured using
the following methods:

(i) Method 335.1—“Titrimetric;
Spectrophotometric’” which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(i) Method 335.2—*“Titrimetric;
Spectrophotometric’” which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(ili) Method 335.3—‘‘Colorimetric,
Automated UV,” which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of these incorporation by
reference is given in paragraph
(b)(4)(iii)(E) of this section.

(iv) Method D-2036-91—*‘Standard
Test Methods for Cyanides in Water,”
contained in the Annual Book of ASTM
Standards, vols. 11.01 and 11.02, 1995,
American Society for Testing and Ma-
terials, 100 Barr Harbor Dr., West
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Conshohocken, PA 19428, which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
Copies of this publication are available
from American Society for Testing and
Materials, 100 Barr Harbor Dr., West
Conshohocken, PA 19428, or may be ex-
amined at the Center for Food Safety
and Applied Nutrition’s Library, 5100
Paint Branch Pkwy., College Park, MD
20740, or at the Office of the Federal
Register, 800 North Capitol Street NW.,
suite 700, Washington, DC.

(8) Lead shall be measured as total
recoverable metal without filtration
using the following methods:

(i) Method 239.2—‘“Atomic Absorp-
tion; furnace technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(i) Method 200.8—‘‘Determination of
Trace Elements in Water and Wastes
by Inductively Coupled Plasma-Mass
Spectrometry,” Rev. 4.4, April 1991,
U.S. EPA, EMSL. The revision is con-
tained in the manual entitled ‘““Meth-
ods for the Determination of Metals in
Environmental Samples,”” Office of Re-
search and Development, Washington,
DC 20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(iii) Method 200.9—‘‘Determination of
Trace Elements by Stabilized Tempera-
ture Graphite Furnace Atomic Absorp-
tion Spectrometry,” Rev. 1.2, April
1991, U.S. EPA, EMSL. The revision is
contained in the manual entitled
‘““Methods for the Determination of
Metals in Environmental Samples,’” Of-
fice of Research and Development,
Washington, DC 20460, (EPA/600/4-91/
010), June 1991, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in paragraph
(b)@) (i) (E)(1)(ii) of this section.

(9) Mercury shall be measured using
the following methods:

(i) Method 245.1—*“Manual cold vapor
technique,” which is incorporated by
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reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or

(if) Method 245.2—““Automated cold
vapor technique,” which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of these incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(10) Nickel shall be measured using
the following methods:

(i) Method 249.1—*‘Atomic Absorp-
tion; direct aspiration,”” which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(il) Method 249.2—*Atomic Absorp-
tion; furnace technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of these incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(iii) Method 200.7—‘‘Determination of
Metals and Trace Elements in Water
and Wastes by Inductively Coupled
Plasma-Atomic Emission Spectrom-
etry,” Rev. 3.3, April 1991, U.S. EPA,
EMSL. The revision is contained in the
manual entitled ‘““Methods for the De-
termination of Metals in Environ-
mental Samples,”” Office of Research
and Development, Washington, DC
20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(iv) Method 200.8—‘‘Determination of
Trace Elements in Water and Wastes
by Inductively Coupled Plasma-Mass
Spectrometry,” Rev. 4.4, April 1991,
U.S. EPA, EMSL. The revision is con-
tained in the manual entitled ‘““Meth-
ods for the Determination of Metals in
Environmental Samples,” Office of Re-
search and Development, Washington,
DC 20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(v) Method 200.9—‘‘Determination of
Trace Elements by Stabilized Tempera-
ture Graphite Furnace Atomic Absorp-
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tion Spectrometry,” Rev. 1.2, April
1991, U.S. EPA, EMSL. The revision is
contained in the manual entitled
‘““Methods for the Determination of
Metals in Environmental Samples,’” Of-
fice of Research and Development,
Washington, DC 20460, (EPA/600/4-91/
010), June 1991, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in paragraph
(b)(@) (i) (E)(1)(ii) of this section.

(11) Nitrate and/or nitrite shall be
measured using the following methods:

(i) Method 300.0—*“The Determination
of Inorganic Anions in Water by lon
Chromatography—Method 300.0,”” EPA,
EMSL (EPA-600/4-84-017), March 1984,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. Copies of this publication
are available from NTIS, U.S. Depart-
ment of Commerce, 5285 Port Royal
Rd., Springfield, VA 22161, or may be
examined at the Center for Food Safety
and Applied Nutrition’s Library, Food
and Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740,
or at the Office of the Federal Register,
800 North Capitol Street NW., suite 700,
Washington, DC.

(i)  Method 353.1—“‘Colorimetric,
automated, hydrazine reduction,” for
nitrate only, which is incorporated by
reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or

(ifi)  Method 353.2—‘‘Colorimetric,
automated, cadmium reduction,” for
both nitrate and nitrite, which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(iv) Method 353.3—‘“Spectrophoto-
metric, cadmium reduction,” for both
nitrate and nitrite, which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(12) Selenium shall be measured
using the following methods:

(i) Method 270.2—**Atomic Absorp-
tion; furnace technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(il) Method 270.3—“Atomic Absorp-
tion; gaseous hydride,”” which is incor-
porated by reference in accordance
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with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(13) Thallium shall be measured using
the following methods:

(i) Method 279.2—*“Atomic Absorp-
tion; furnace technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(i) Method 200.8—‘‘Determination of
Trace Elements in Water and Wastes
by Inductively Coupled Plasma-Mass
Spectrometry,” Rev. 4.4, April 1991,
U.S. EPA, EMSL. The revision is con-
tained in the manual entitled ‘““Meth-
ods for the Determination of Metals in
Environmental Samples,”” Office of Re-
search and Development, Washington,
DC 20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(iii) Method 200.9—‘‘Determination of
Trace Elements by Stabilized Tempera-
ture Graphite Furnace Atomic Absorp-
tion Spectrometry,” Rev. 1.2, April
1991, U.S. EPA, EMSL. The revision is
contained in the manual entitled
‘““Methods for the Determination of
Metals in Environmental Samples,’” Of-
fice of Research and Development,
Washington, DC 20460, (EPA/600/4-91/
010), June 1991, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in paragraph
(b)@) (i) (E)(1)(ii) of this section.

(F) Analyses to determine compli-
ance with the requirements of para-
graphs (b)(4)(iii)(B) and (b)(4)(iii)(C) of
this section shall be conducted in ac-
cordance with an applicable method or
applicable revisions to the methods
listed in paragraphs (b)(4)(iii)(F)(1)
through (b)(4)(iii)(F)(20) of this section
and described, unless otherwise noted,
in ““Methods for the Determination of
Organic Compounds in Drinking
Water,” Office of Research and Devel-
opment, EMSL, EPA/600/4-88/039, De-
cember 1988, or in ‘“Methods for the De-
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termination of Organic Compounds in
Drinking Water, Supplement 1, Office
of Research and Development, EMSL,
EPA/600/4-90/020, July 1990, which are
incorporated by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies of these publications are
available from NTIS, U.S. Department
of Commerce, 5285 Port Royal Rd.,
Springfield, VA 22161, or may be exam-
ined at the Center for Food Safety and
Applied Nutrition’s Library, Food and
Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740,
or at the Office of the Federal Register,
800 North Capitol St. NW., suite 700,
Washington, DC.

(1) Method 502.1—“Volatile Halo-
genated Organic Compounds in Water
by Purge and Trap Gas Chroma-
tography,” Rev. 2.0, 1989, (applicable to
VOC’s), which is incorporated by ref-
erence in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or

(2) Method 502.2—*“Volatile Organic
Compounds in Water by Purge and
Trap Capillary Column Gas Chroma-
tography with Photoionization and
Electrolytic Conductivity Detectors in
Series,” Rev. 2.0, 1989, (applicable to
VOC’s), which is incorporated by ref-
erence in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or

(3) Method 503.1—*“VVolatile Aromatic
and Unsaturated Organic Compounds
in Water by Purge and Trap Gas Chro-
matography,” Rev. 2.0, 1989, (applicable
to VOC’s), which is incorporated by ref-
erence in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or

(4) Method 524.1—*“Measurement of
Purgeable Organic Compounds in
Water by Packed Column Gas Chroma-
tography/Mass Spectrometry,” Rev.
3.0, 1989, (applicable to VVOC’s), which is
incorporated by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
part 51, or

(5) Method 524.2—*“Measurement of
Purgeable Organic Compounds in
Water by Capillary Column Gas Chro-
matography/Mass Spectrometry,” Rev.
3.0, 1989, (applicable to VVOC’s), which is
incorporated by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
part 51, or
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(6) Method 504—‘‘1,2-Dibromoethane
(EDB) and 1,2-Dibromo-3-Chloropro-
pane (DBCP) in Water by Microextrac-
tion and Gas Chromatography,” Rev.
2.0, 1989, (applicable to dibromochloro-
propane (DBCP) and ethylene
dibromide (EDB)), which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

©) Method 505—*‘Analysis of
Organohalide Pesticides and Commer-
cial Polychlorinated Biphenyl (PCB)
Products in Water by Microextraction
and Gas Chromatography,” Rev. 2.0,
1989, (applicable to alachlor, atrazine,
chlordane, heptachlor, heptachlor ep-
oxide, lindane, methoxychlor,
toxaphene, endrin, hexachlorobenzene,
hexachlorocyclopentadiene, simazine,
and as a screen for PCB’s), which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(8) Method 506—‘‘Determination of
Phthalate and Adipate Esters in Drink-
ing Water by Liquid-Liquid Extraction
or Liquid-Solid Extraction and Gas
Chromatography with Photoionization
Detection,” applicable to di(2-ethyl-
hexyl) adipate which is incorporated by
reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or

(9) Method 507—‘‘Determination of
Nitrogen- and Phosphorus-Containing
Pesticides in Water by Gas Chroma-
tography with a Nitrogen-Phosphorus
Detector,” Rev. 2.0, 1989, (applicable to
alachlor, atrazine, and simazine),
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51, or

(10) Method 508—‘‘Determination of
Chlorinated Pesticides in Water by Gas
Chromatography with an Electron Cap-
ture Detector,” Rev. 3.0, 1989, (applica-
ble to chlordane, heptachlor, hepta-
chlor epoxide, lindane, methoxychlor,
toxaphene, endrin, hexachlorobenzene,
and as a screen for PCB’s), which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(11) Method 508A—‘‘Screening for

Polychlorinated Biphenyls by Per-
chlorination and Gas Chroma-
tography,” Rev. 1.0, 1989, (used to
quantitate PCB’s as

decachlorobiphenyl if detected in
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methods 505 or 508 in paragraph
bY@ (i) (F)(7) or (b)(4)(iii)(F)(9) of this
section, respectively, which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(12) Method 515.1—““Determination of
Chlorinated Acids in Water by Gas
Chromatography with an Electron Cap-
ture Detector,” Rev. 5.0, 1991, (applica-
ble to 24-D, 245-TP (Silvex),
pentachlorophenol, dalapon, dinoseb,
and picloram), which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51, or

(13) Method 525.1—*‘Determination of
Organic Compounds in Drinking Water
by Liquid-Solid Extraction and Cap-
illary Column Gas Chromatography/
Mass Spectrometry,” Rev. 2.2, May
1991, (applicable to alachlor, atrazine,
chlordane, heptachlor, heptachlor ep-

oxide, lindane, methoxychlor,
pentachlorophenol, benzo(a)pyrene,
di(2-ethylhexyl) adipate, endrin,

hexachlorobenzene, hexachlorocyclo-
pentadiene, and simazine), which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(14) Method 531.1—‘“Measurement of
N-Methylcarbamoyloximes and  N-
Methylcarbamates in Water by Direct
Agueous Injection HPLC with Post Col-
umn Derivatization,” Rev. 3.0, 1989,
(applicable to carbofuran and oxamyl
(vydate)), which is incorporated by ref-
erence in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or

(15) Method 547—*Determination of
Glyphosate in Drinking Water by Di-
rect-Aqueous-Injection HPLC, Post-
Column Derivatization, and Fluores-
cence Detection,” (applicable to
glyphosate), which is incorporated by
reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or

(16) Method 548—‘‘Determination of
Endothall in Drinking Water by Aque-
ous Derivatization, Liquid-Solid Ex-
traction, and Gas Chromatography
with Electron-Capture Detection,” (ap-
plicable to endothall), which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(17) Method 549—‘‘Determination of
Diquat and Paraquat in Drinking
Water by Liquid-Solid Extraction and
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HPLC with Ultraviolet Detection,” (ap-
plicable to diquat), which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(18) Method 550—‘‘Determination of
Polycyclic Aromatic Hydrocarbons in
Drinking Water by Liquid-Liquid Ex-
traction and HPLC with Coupled Ultra-
violet and Fluorescence Detection,”
(applicable to benzo(a)pyrene and other
polynuclear aromatic hydrocarbons),
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51, or

(19) Method 550.1—*‘Determination of
Polycyclic Aromatic Hydrocarbons in
Drinking Water by Liquid-Solid Ex-
traction and HPLC with Coupled Ultra-
violet and Fluorescence Detection,”
(applicable to benzo(a)pyrene and other
polynuclear aromatic hydrocarbons),
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of these
incorporation by reference is given in
paragraph (b)(4)(iii)(F) of this section.

(20) Method 1613—‘‘Tetra- through
Octa- Chlorinated Dioxins and Furans
by Isotope Dilution HRGC/HRMS,”
Rev. A, 1990, EPA, Office of Water Reg-
ulations and Standards, Industrial
Technology Division, (applicable to
2,3,7,8-TCDD (Dioxin)), which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
Copies of this publication are available
from USEPA-OST, Sample Control
Center, P.O. Box 1407, Alexandria, VA
22313, or may be examined at the Cen-
ter for Food Safety and Applied Nutri-
tion’s Library, Food and Drug Admin-
istration, 5100 Paint Branch Pkwy.,
College Park, MD 20740, or at the Office
of the Federal Register, 800 North Cap-
itol St. NW., suite 700, Washington, DC.

(G) Analyses to determine compli-
ance with the requirements of para-
graph (b)(4)(iii)(D) of this section shall
be conducted in accordance with an ap-
plicable method and applicable revi-
sions to the methods listed in para-
graphs )@ (i) (G)(1) through
(b)) (i11)(G)(3) of this section and de-
scribed, unless otherwise noted, in
“Methods of Chemical Analysis of
Water and Wastes,”” which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
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The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(1) Aluminum shall be measured
using the following methods:

(i) Method 202.1—‘‘Atomic Absorp-
tion; direct aspiration technique,”
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51, or

(il) Method 202.2—‘“Atomic Absorp-
tion; furnace technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(B)@)(iii)(E).

(iii) Method 200.7—‘‘Determination of
Trace Elements in Water and Wastes
by Inductively Coupled Plasma-Atomic
Emission Spectrometry,” Rev. 3.3,
April 1991, U.S. EPA, EMSL. The revi-
sion is contained in the manual enti-
tled ‘“Methods for the Determination of
Metals in Environmental Samples,’” Of-
fice of Research and Development,
Washington, DC 20460, (EPA/600/4-91/
010), June 1991, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in paragraph
(b)@) (i) (E)(1)(ii) of this section.

(iv) Method 200.8—*‘Determination of
Trace Elements in Water and Wastes
by Inductively Coupled Plasma-Mass
Spectrometry,” Rev. 4.4, April 1991,
U.S. EPA, EMSL. The revision is con-
tained in the manual entitled ‘““Meth-
ods for the Determination of Metals in
Environmental Samples,”” Office of Re-
search and Development, Washington,
DC 20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(v) Method 200.9—*‘Determination of
Trace Elements by Stabilized Tempera-
ture Graphite Furnace Atomic Absorp-
tion Spectrometry,” Rev. 1.2, April
1991, U.S. EPA, EMSL. The revision is
contained in the manual entitled
‘““Methods for the Determination of
Metals in Environmental Samples,’ Of-
fice of Research and Development,
Washington, DC 20460, (EPA/600/4-91/

538





Food and Drug Administration, HHS

010), June 1991, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in paragraph
(b)(@)(iii)(E)(1)(ii) of this section.

(2) Silver shall be measured using the
following methods:

(i) Method 272.1—“Atomic Absorp-
tion; direct aspiration technique,”
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51, or

(i) Method 272.2—**Atomic Absorp-
tion; furnace technique,” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(E) of this section.

(iii) Method 200.7—‘*Determination of
Trace Elements in Water and Wastes
by Inductively Coupled Plasma-Atomic
Emission Spectrometry,” Rev. 3.3,
April 1991, U.S. EPA, EMSL. The revi-
sion is contained in the manual enti-
tled ‘“Methods for the Determination of
Metals in Environmental Samples,”” Of-
fice of Research and Development,
Washington, DC 20460, (EPA/600/4-91/
010), June 1991, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in paragraph
(b)(@)(iii)(E)(1)(ii) of this section.

(iv) Method 200.8—‘‘Determination of
Trace Elements in Water and Wastes
by Inductively Coupled Plasma-Mass
Spectrometry,” Rev. 4.4, April 1991,
U.S. EPA, EMSL. The revision is con-
tained in the manual entitled ‘““Meth-
ods for the Determination of Metals in
Environmental Samples,” Office of Re-
search and Development, Washington,
DC 20460, (EPA/600/4-91/010), June 1991,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(1)(ii) of this sec-
tion.

(v) Method 200.9—‘‘Determination of
Trace Elements by Stabilized Tempera-
ture Graphite Furnace Atomic Absorp-
tion Spectrometry,” Rev. 1.2, April
1991, U.S. EPA, EMSL. The revision is
contained in the manual entitled
‘““Methods for the Determination of
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Metals in Environmental Samples,’” Of-
fice of Research and Development,
Washington, DC 20460, (EPA/600/4-91/
010), June 1991, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of these incorporation by
reference is given in paragraph
(b)@) (i) (E)(1)(ii) of this section.

(3) Sulfate shall be measured using
the following methods:

(i) Method 300.0—*“The Determination
of Inorganic Anions in Water by lon
Chromatography—Method 300.0,”” EPA,
EMSL (EPA-600/4-84-017), March 1984,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(E)(11)(i) of this sec-
tion.

(i)  Method 375.1—“Colorimetric,
Automated, Chloranilate,”” which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51,
or

(ili) Method 375.3—“Gravimetric,”
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51, or

(iv) Method 375.4—“Turbidimetric,”
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of these
incorporation by reference is given in
paragraph (b)(4)(iii)(E) of this section.

(H) The allowable levels for residual
disinfectants and disinfection byprod-
ucts are as follows:

Concentration in

Substance milligrams per liter

Disinfection byproducts
Bromate
Chlorite
Haloacetic acids (five) (HAA5) .
Total Trihalomethanes (TTHM) ............

Residual disinfectants
Chloramine 4.0 (as Ch)
Chlorine ... | 4.0 (as Cl)
Chlorine dioXide ........ccceeereeierienerieenes 0.8 (as CIO,)

() Analysis to determine compliance
with the requirements of paragraph
(bY@ (ii1)(H) of this section shall be
conducted in accordance with an appli-
cable method listed in paragraphs
(bY@ (1) (1)(1) through (b)(@)(iii)(1)(7) of
this section and described in ‘““Method
300.1, Determination of Inorganic
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Anions in Drinking Water by lon Chro-
matography,” Rev. 1.0, U.S. EPA, 1997,
EPA/600/R-98/118; ‘‘Methods for the De-
termination of Inorganic Substances in
Environmental Samples,” U.S. EPA,
August 1993, EPA/600/R-93/100; ‘‘Meth-
ods for the Determination of Organic
Compounds in Drinking Water-Supple-
ment I1,” U.S. EPA, August 1992, EPA/
600/R-92/129; ‘‘Methods for the Deter-
mination of Organic Compounds in
Drinking Water-Supplement I11,”” U.S.
EPA, August 1995 EPA/600/R-95/131;
‘“‘Standard Methods for the Examina-
tion of Water and Wastewater,” 19th
Ed., American Public Health Associa-
tion, 1995; and ‘““‘Annual Book of ASTM
Standards,” vol. 11.01, American Soci-
ety for Testing and Materials, 1996,
which are incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. Copies of the following
publications are available from the Na-
tional Technical Information Service
(NTIS): EPA/600/R-95/131 (NTIS number
PB95-261616), EPA/600/R-92/129 (NTIS
number PB92-207703), EPA/600/R-93/100
(NTIS number PB94-121811), and EPA/
600/R-98/118 (NTIS number PB98-169196).
NTIS can be contacted at NTIS, U.S.
Department of Commerce, 5285 Port
Royal Rd., Springfield, VA 22161, 1-800-
553-6847 or 703-605-6000, www.ntis.gov.
Copies of the publication EPA/600/R-98/
118 are also available from the Chem-
ical Exposure Research Branch, Micro-
biological and Chemical Exposure As-
sessment Research Division, National
Exposure Research Laboratory, U.S.
EPA, Cincinnati, OH 45268, 513-569-7757,
(FAX) 513-569-7757. Copies of ‘“‘Standard
Methods for the Examination of Water
and Wastewater,” 19th Ed., are avail-
able from the American Public Health
Association, 1015 15th Street, NW.,
Washington, DC 20005. All of the publi-
cations cited in paragraph (b)(4)(iii)(l)
of this section may be examined at the
Office of the Federal Register, 800
North Capitol St. NW., suite 700, Wash-
ington, DC, or at the Center for Food
Safety and Applied Nutrition’s Li-
brary, 5100 Paint Branch Pkwy., Col-
lege Park, MD 20740. Copies of ‘““‘Annual
Book of ASTM Standards,”” 1996, vol.
11.01, are available from the American
Society for Testing and Materials, 100
Barr Harbor Dr., West Conshohoken,
PA 19428, or may be examined at the
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Office of the Federal Register. Copies
of the methods incorporated by ref-
erence in paragraph (b)(4)(iii)(1) of this
section may also be examined at the
Center for Food Safety and Applied Nu-
trition’s Library, 5100 Paint Branch
Pkwy., College Park, MD 20740.

(1) Bromate shall be measured using
the following method: Method 300.1—
“Determination of Inorganic Anions in
Drinking Water by lon Chroma-
tography,” Rev. 1.0, U.S. EPA, 1997,
EPA/600/R-98/118, which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in paragraph
(b)(@)(iii)(1) of this section.

(2) Chlorite shall be measured using
the following methods:

(i) Method 300.0—‘‘Determination of
Inorganic Anions by lon Chroma-
tography,” Rev. 2.1. The revision is
contained in the manual entitled
““Methods for the Determination of In-
organic Substances in Environmental
Samples,” U.S. EPA, August 1993, EPA/
600/R-93/100, which is incorporated by
reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. The avail-
ability of this incorporation by ref-
erence is given in paragraph
(b)(4)(iii)(1) of this section.

(ii) Method 300.1—‘‘Determination of
Inorganic Anions in Drinking Water by
lon Chromatography,” Rev. 1.0, U.S.
EPA, 1997, EPA/600/R-98/118, which is
incorporated by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
part 51. The availability of this incor-
poration by reference is given in para-
graph (b)(4)(iii)(l) of this section.

(3) HAAGS shall be measured using the
following methods:

(i) Method 552.1—‘‘Determination of
Haloacetic Acids and Dalapon in
Drinking Water by lon Exchange Lig-
uid-Solid Extraction and Gas Chroma-
tography with Electron Capture Detec-
tion,” Rev. 1.0. The revision is con-
tained in the manual entitled ‘“Meth-
ods for the Determination of Organic
Compounds in Drinking Water-Supple-
ment I1,”” U.S. EPA, August 1992, EPA/
600/R-92/129, which is incorporated by
reference in accordance with 5 U.S.C.
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552(a) and 1 CFR part 51. The avail-
ability of this incorporation by ref-
erence is given in paragraph
(b)(@)(iii)(1) of this section.

(i) Method 552.2—‘‘Determination of
Haloacetic Acids and Dalapon in
Drinking Water by Liquid-Liquid Ex-
traction, Derivatization and Gas Chro-
matography with Electron Capture De-
tection,” Rev. 1.0. The revision is con-
tained in the manual entitled “Meth-
ods for the Determination of Organic
Compounds in Drinking Water-Supple-
ment 111, U.S. EPA, August 1993, EPA/
600/R-95/131, which is incorporated by
reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. The avail-
ability of this incorporation by ref-
erence is given in paragraph
(b)(@)(iii)(1) of this section.

(iii) Method 6251 B—*‘Disinfection By-
Products: Haloacetic  Acids and
Trichlorophenol,” which is contained
in the book entitled ‘“‘Standard Meth-
ods for the Examination of Water and
Wastewater,”” 19th Ed., which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(1) of this section.

(4) TTHM shall be measured using
the following methods:

(i) Method 502.2—*‘*Volatile Organic
Compounds in Water by Purge and
Trap Capillary Column Gas Chroma-
tography with Photoionization and
Electrolytic Conductivity Detectors in
Series,” Rev. 2.1. The revision is con-
tained in the manual entitled ‘““Meth-
ods for the Determination of Organic
Compounds in Drinking Water-Supple-
ment 111,”” U.S. EPA, August 1993, EPA/
600/R-95/131, which is incorporated by
reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. The avail-
ability of this incorporation by ref-
erence is given in paragraph
(b)(4)(iii)(1) of this section.

(i) Method 524.2—‘*‘Measurement of
Purgeable Organic Compounds in
Water by Capillary Column Gas Chro-
matography/Mass Spectrometry,” Rev.
1.0. The revision is contained in the
manual entitled “Methods for the De-
termination of Organic Compounds in
Drinking Water-Supplement I11,”” U.S.
EPA, August 1993, EPA/600/R-95/131,
which is incorporated by reference in
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accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(1) of this section.

(iii) Method 551.1—““‘Determination of
Chlorination Disinfection Byproducts,
Chlorinated Solvents, and Halogenated
Pesticides/Herbicides in Drinking
Water by Liquid-Liquid Extraction and
Gas Chromatography with Electron-
Capture Detection,”” Rev. 1.0. The revi-
sion is contained in the manual enti-
tled ‘“Methods for the Determination of
Organic Compounds in Drinking Water-
Supplement I11,”” U.S. EPA, August
1993, EPA/600/R-95/131, which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(1) of this section.

(5) Compliance with the chloramine
standard can be determined by meas-
uring combined or total chlorine. The
following methods shall be used to
measure chloramine:

(i) ASTM Method D1253-86—*‘Stand-
ard Test Method for Residual Chlorine
in Water,” which is contained in the
book entitled ‘““Annual Book of ASTM
Standards,’ 1996, vol. 11.01, which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(@)(iii)(1) of this section.

(il) Method 4500-CI D—*‘Ampero-
metric Titration Method,” which is
contained in the book entitled ‘“Stand-
ard Methods for the Examination of
Water and Wastewater,” 19th Ed.,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(1) of this section.

(iii) Method 4500-Cl F—*“DPD Ferrous
Titrimetric Method,” which 1is con-
tained in the book entitled ‘“‘Standard
Methods for the Examination of Water
and Wastewater,”” 19th Ed., which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(@)(iii)(1) of this section.

(iv) Method 4500-CI G—*‘DPD Colori-
metric Method,”” which is contained in
the book entitled ‘“Standard Methods
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for the Examination of Water and
Wastewater,” 19th Ed., which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(1) of this section.

(v) Method 4500-CI E—*‘Low-Level
Amperometric Titration Method,”
which is contained in the book entitled
‘“‘Standard Methods for the Examina-
tion of Water and Wastewater,”” 19th
Ed., which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(1) of this section.

(vi) Method 4500-ClI I—‘‘lodometric
Electrode Technique,” which is con-
tained in the book entitled ‘‘Standard
Methods for the Examination of Water
and Wastewater,”” 19th Ed., which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(1) of this section.

(6) Compliance with the chlorine
standard can be determined by meas-
uring free or total chlorine. The fol-
lowing methods shall be used to meas-
ure chlorine:

(i) ASTM Method D1253-86—*‘Stand-
ard Test Method for Residual Chlorine
in Water,”” which is contained in the
book entitled ‘““Annual Book of ASTM
Standards,’ 1996, vol. 11.01, which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(@)(iii)(1) of this section.

(il) Method 4500-CI D—*‘‘Ampero-
metric Titration Method,” which is
contained in the book entitled ‘“Stand-
ard Methods for the Examination of
Water and Wastewater,” 19th Ed.,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(1) of this section.

(iii) Method 4500-Cl F—*“‘DPD Ferrous
Titrimetric Method,” which 1is con-
tained in the book entitled ‘“‘Standard
Methods for the Examination of Water
and Wastewater,”” 19th Ed., which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
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The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(1) of this section.

(iv) Method 4500-CI G—*‘DPD Colori-
metric Method,”” which is contained in
the book entitled ‘“Standard Methods
for the Examination of Water and
Wastewater,” 19th Ed., which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(1) of this section.

(v) Method 4500-CI E—*‘Low-Level
Amperometric Titration Method,”
which is contained in the book entitled
‘“‘Standard Methods for the Examina-
tion of Water and Wastewater,” 19th
Ed., which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(1) of this section.

(vi) Method 4500-ClI I—‘‘lodometric
Electrode Technique,” which is con-
tained in the book entitled ‘‘Standard
Methods for the Examination of Water
and Wastewater,”” 19th Ed., which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(4)(iii)(1) of this section.

(vii) Method 4500-ClI H—
‘“Syringaldazine (FACTS) Method,”
which is contained in the book entitled
‘“‘Standard Methods for the Examina-
tion of Water and Wastewater,” 19th
Ed., which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in
paragraph (b)(4)(iii)(1) of this section.

(7) Chlorine dioxide shall be meas-
ured using the following methods:

(i) Method 4500-Cl1O, D—*‘DPD Meth-
od,”” which is contained in the book en-
titled ““Standard Methods for the Ex-
amination of Water and Wastewater,”’
19th Ed., which is incorporated by ref-
erence in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. The avail-
ability of this incorporation by ref-
erence is given in paragraph
(b)(4)(iii)(1) of this section.

(if) Method 4500-CIO,E—**Ampero-
metric Method I1,”” which is contained
in the book entitled ‘‘Standard Meth-
ods for the Examination of Water and
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Wastewater,”” 19th Ed., which is incor-
porated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(@)(iii)(1) of this section.

(5) Radiological quality. (i) Bottled
water shall, when a composite of ana-
lytical units of equal volume from a
sample is examined by the methods de-
scribed in paragraph (b)(5)(ii) of this
section, meet standards of radiological
quality as follows:

(A) The bottled water shall not con-
tain a combined radium-226 and ra-
dium-228 activity in excess of 5
picocuries per liter of water.

(B) The bottled water shall not con-
tain a gross alpha particle activity (in-
cluding radium-226, but excluding
radon and uranium) in excess of 15
picocuries per liter of water.

(C) The bottled water shall not con-
tain beta particle and photon radioac-
tivity from manmade radionuclides in
excess of that which would produce an
annual dose equivalent to the total
body or any internal organ of 4
millirems per year calculated on the
basis of an intake of 2 liters of the
water per day. If two or more beta or
photon-emitting radionuclides are
present, the sum of their annual dose
equivalent to the total body or to any
internal organ shall not exceed 4
millirems per year.

(D) The bottled water shall not con-
tain uranium In excess of 30
micrograms per liter of water.

(ii) Analyses conducted to determine
compliance with the requirements of
paragraph (b)(5)(i) of this section shall
be made in accordance with the meth-
ods described in the applicable sections
of *“‘Standard Methods for the Examina-
tion of Water and Wastewater,”” 20th
Ed., which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. Copies of ‘““Standard Meth-
ods for the Examination of Water and
Wastewater,”” 20th Ed., may be ob-
tained from the American Public
Health Association, 1015 15th St. NW.,
Washington, DC 20005. Copies of the
methods incorporated by reference in
this paragraph (b)(5)(ii) may also be ex-
amined at the Office of the FEDERAL
REGISTER, 800 North Capital St. NW.,
suite 700, Washington, DC, or at the
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Center for Food Safety and Applied Nu-
trition’s Library, 5100 Paint Branch
Pkwy., College Park, MD.

(A) Combined radium-226/-228 shall be
measured using the following methods:

(1) Method 7500-Ra B—‘‘Precipitation
Method,”” which is contained in
‘“‘Standard Methods for the Examina-
tion of Water and Wastewater,” 20th
Ed., which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in the
introductory text of paragraph (b)(5)(ii)
of this section.

(2) Method 7500-Ra D—*‘Sequential
Precipitation Method,” which is con-
tained in ‘““‘Standard Methods for the
Examination of Water and Waste-
water,”” 20th Ed., which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in the introductory
text of paragraph (b)(5)(ii) of this sec-
tion.

(B) Gross alpha particle radioactivity
shall be measured using the following
method: Method 7110 C—*‘Coprecipita-
tion Method for Gross Alpha Radioac-
tivity in Drinking Water,” which is
contained in ‘“‘Standard Methods for
the Examination of Water and Waste-
water,”” 20th Ed., which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in the introductory
text of paragraph (b)(5)(ii) of this sec-
tion.

(C) Beta particle and photon radioac-
tivity shall be measured using the fol-
lowing methods:

(1) Method 7500-Sr B—‘‘Precipitation
Method,”” which is contained in
‘“‘Standard Methods for the Examina-
tion of Water and Wastewater,” 20th
Ed., which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in the
introductory text of paragraph (b)(5)(ii)
of this section.

(2) Method 7500-3H B—‘‘Liquid Scin-
tillation Spectrometric Method,”’
which is contained in “Standard Meth-
ods for the Examination of Water and
Wastewater,”” 20th Ed., which is incor-
porated by reference in accordance
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with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in the introduc-
tory text of paragraph (b)(5)(ii) of this
section.

®3) Method 7120 B—"“Gamma
Spectroscopic Method,” which is con-
tained in ‘‘Standard Methods for the
Examination of Water and Waste-
water,”” 20th Ed., which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
availability of this incorporation by
reference is given in the introductory
text of paragraph (b)(5)(ii) of this sec-
tion.

(D) Uranium shall be measured using
the following methods:

(1) Method 7500-U B—*‘Radiochemical
Method” which is contained in
““Standard Methods for the Examina-
tion of Water and Wastewater,” 20th
Ed., which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. The availability of this in-
corporation by reference is given in the
introductory text of paragraph (b)(5)(ii)
of this section.

(2) Method 7500-U C—*‘Isotopic Meth-
od” which is contained in ‘“‘Standard
Methods for the Examination of Water
and Wastewater,”” 20th Ed., which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in the introduc-
tory text of paragraph (b)(5)(ii) of this
section.

(c) Label statements. When the micro-
biological, physical, chemical, or radio-
logical quality of bottled water is
below that prescribed by paragraphs
(b)(2) through (b)(5), of this section, the
label shall bear the statement of sub-
standard quality specified in §130.14(a)
of this chapter except that, as appro-
priate, instead of or in addition to the
statement specified in §130.14(a) the
following statement(s) shall be used:

(1) “Contains Excessive Bacteria” if
the bottled water fails to meet the re-
quirements of paragraph (b)(2) of this
section.

(2) ‘“Excessively Turbid”, “Abnormal
Color”’, and/or ‘“Abnormal Odor” if the
bottled water fails to meet the require-
ments of paragraph (b)(3) (i), (ii), or
(iii), respectively, of this section.

21 CFR Ch. | (4-1-04 Edition)

(3) ‘““Contains Excessive ,”7 with
the blank filled in with the name of the
chemical for which a maximum con-
taminant level in paragraph (b)(4) of
this section is exceeded (e.g., ‘““Contains
Excessive Arsenic,” ‘‘Contains Exces-
sive Trihalomethanes’) except that
‘“Contains Excessive Chemical Sub-
stances”” may be used if the bottled
water is not mineral water.

(4) ““Excessively Radioactive’ if the
bottled water fails to meet the require-
ments of paragraph (b)(5) of this sec-
tion.

(d) Adulteration. Bottled water con-
taining a substance at a level consid-
ered injurious to health under section
402(a)(1) of the act is deemed to be
adulterated, regardless of whether or
not the water bears a label statement
of substandard quality prescribed by
paragraph (c) of this section.

[60 FR 57124, Nov. 13, 1995; 60 FR 66495, Dec.
22, 1995, as amended at 61 FR 13264, Mar. 26,
1996; 61 FR 14480, Apr. 2, 1996; 63 FR 25769,
May 11, 1998; 66 FR 16865, Mar. 28, 2001; 66 FR
17359, Mar. 30, 2001; 66 FR 35373, July 5, 2001;
66 FR 56035, Nov. 6, 2001; 58 FR 15355, Mar. 31,
2003; 68 FR 9881, Mar. 3, 2003]

PART 166—MARGARINE

Subpart A—General Provisions

Sec.
166.40 Labeling of margarine.

Subpart B—Requirements for Specific
Standardized Margarine

166.110 Margarine.

AUTHORITY: 21 U.S.C. 321, 341, 343, 347, 348,
371, 379%e.

Subpart A—General Provisions

§166.40 Labeling of margarine.

The Federal Food, Drug, and Cos-
metic Act was amended by Pub. L. 459,
81st Congress (64 Stat. 20) on colored
oleomargarine or margarine by adding
thereto a new section numbered 407.
Among other things, this section re-
quires that there appear on the label of
the package the word ‘‘oleomargarine”
or ‘““margarine’ in type or lettering at
least as large as any other type or let-
tering on the label, and a full and accu-
rate statement of all the ingredients
contained in such oleomargarine or

544






Title 51, Part VI

B. [Formerly paragraph 6:125] All incoming foods shall
be examined for defilement, infestation or damage. A
morgue area shall be provided for the placement of damaged
commodities. Defiled or infested commodities shall be
disposed of immediately.

C. [Formerly paragraph 6:126] Foods shall be stored at
least 18" from walls or other obstructions to permit
inspection and cleaning. Foods shall also be stored at |east
6" above the floor level. Pallets and shelving shall be kept
clean.

D. [Formerly paragraph 6:127] Stock shall be rotated on
a"firstin, first out" basis.

E [Formerly paragraph 6:128] Hazardous chemicals
shall not be used or stored near foods.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seqg.
HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1241 (June
2002).
§715. Salvaged Food Package L abeling Requirements
[formerly paragraph 6:129]

A. The label of any food that has been salvaged as
defined in §701 of this Part of this Code, shall comply with
the requirements of R.S. 40:608 and the following
provisions.

1. [Formerly paragraph 6:129-1] The term "salvaged"
shall appear on the principal display panel in the case of any
food packaged in a firm container (box, carton or can) and
either on the principal display panel or upon a firmly
attached tag in the case of any food packaged in a soft
container (bag or sack). The "principal display panel” is that
panel of a product label bearing the product name and
quantity of contents statement. The labeling requirements
shall only apply to the individual immediate container in
which the food is packaged for retail or institutional sale and
shall only apply to the food containers actually requiring
salvage activities. The term "salvaged" shall be conspicuous
and of easily legible old face print or type in distinct
contrast to other matter on the label.

2. [Formerly paragraph 6:129-2] In the event the
salvager is other than an agent for the original manufacturer,
packer, or distributor, the name and business address of the
salvager shall appear in the manner and location prescribed
in 8715.A.1 of this Part and shall include the city, state and
Zip code.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.
HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1241 (June
2002).
§717. Salvaged Food Bulk Placard Requirements

[formerly paragraph 6:130]

A. If in bulk display form for wholesale or retail sale
(rather than package form), any food that has been salvaged,
shall be conspicuously and prominently displayed
immediately adjacent to such bulk display. Such placard

shall be in easily legible bold face print or type of such color
contrast that it may be easily read and shall contain the
statements required by 8715 of this Part of this Code.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1241 (June
2002).

§719. Salvaged Food L abeling Responsibility
[formerly paragraph 6:131]

A. Theresponsibility for the salvage |abeling required by
88715-717 of this Part shall be that of:

1. [Formerly paragraph 6:131-1] the person selling or
offering to sell such food at wholesale or retail (if in bulk
display form);

2. [Formerly paragraph 6:131-2] the person selling or
offering to sell at retail or for institutional use (if salvaged
within the State of Louisiana); or

3. [Formerly paragraph 6:131-3] the first person
selling or offering to sell such food at wholesale or retail
within the State of Louisiana (if salvaged outside of the State
of Louisiana).

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1241 (June
2002).

Chapter 9.Processing and Bottling of
Bottled Drinking Water

8901. Definitions
[formerly paragraph 6:132]

A. Unless otherwise specifically provided herein, the
following words and terms used in this Part of the Sanitary
Code, and all dher Parts which are adopted or may be
adopted, are defined for the purposes thereof as follows.

Approved SourceCwhen used in reference to a plant's
product water or operations water means that the source of
the water and the water therefrom, whether it be from a
spring, artesian well, drilled well, municipal water supply, or
any other source, shall have been inspected and the water
sampled, analyzed and found to be of a safe and sanitary
quality by the state health officer in accordance with the
applicable laws and regulations of the government agency or
agencies having jurisdiction. The presence, in the plant, of
current certificates or notifications of approval from the
government agency or agencies having jurisdiction shall
constitute approval of the source and the water supply.

Bottled WaterCwater that is intended for human
consumption and that is sealed in bottles or other containers
with no added ingredients except that it may optionaly
contain safe and suitable antimicrobial agents. Fluoride may
be optionally added within the limitations established in 21
CFR 8§165.110(b)(4)(ii). Bottled water may be used as an
ingredient in beverages (e.g., diluted juices, flavored bottled
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waters). It does not include those food ingredients that are
declared in ingredient labeling as "water," "carbonated
water," "disinfected water," "filtered water," "seltzer water,"
"soda water," "sparkling water,” and "tonic water." The
processing and bottling of bottled water shall comply with
regulations specified in this section of this Chapter.

LotCa collection of primary containers or unit packages
of any same size, type, and style produced under conditions
as nearly uniform as possible and designated by a common
container code or marking.

Multi-Service-ContainersCcontainers intended for use
more than one time.

Nontoxic MaterialsCmaterials for product water contact
surfaces utilized in the transporting, processing, storing, and
packaging of bottled drinking water, which are free of
substances which may render the water injurious to health or
which may adversely affect the flavor, color, odor, or
bacteriological quality of the water.

Operations WaterCwater which is delivered under
pressure to a plant for container washing, hand washing,
plant and equipment cleanup and for other sanitary purposes.

Primary Container Cthe immediate container in which
the product water is packaged.

Product WaterCprocessed water used by a plant for
bottled drinking water.

Shipping CaseCa container in which one or more
primary containers of the product are held.

Single-Service-Container Ca container intended for one
time usage only.

Unit PackageCa standard commercial package of
bottled drinking water, which may consist of one or more
containers.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1241 (June
2002).

§903. Bottled Drinking Water Permits
[formerly paragraph 6:132-1]

A. Processors and bottlers of bottled drinking water shall
obtain permits from the state health officer, in accordance
with the provisions of Chapter 1 of this Part.

AUTHORITY NOTE: Promulgated in accordance with the
provisionsof R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1242 (June
2002).

§905. Bottled Water for Emergencies
[formerly paragraph 6:132-2]

A. Bottled water processed and packaged strictly for the
purpose of providing a source of potable drinking water in
anticipation of, or during, an emergency such as the
aftermath of disastersfrom severe storms, hurricanes, floods,
etc., shall comply with the provisions of this section of this
Chapter unless otherwise specified.
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B. [Formerly paragraph 6:132-3] Bottled water for
emergencies from outside of state. Bottlers, processors,
distributors, or dealers of bottled water processed and
packaged outside of this state strictly for the purpose of
providing a source of potable drinking water in anticipation
of, or during, an emergency such as the aftermath of
disasters from severe storms, hurricanes, floods, etc., shall
show evidence to the state health officer, or his’/her duly
authorized representative, of compliance with the
requirements for processing, packing, and distribution of
bottled water in that state, county, or local authority having
jurisdiction.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(8). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1242 (June
2002).

§907. Water Bottling Plant Construction and Design
[formerly paragraph 6:133-1]

A. The bottling room shall be separated from other plant
operations or storage areas by tight walls, ceilings, and self-
closing doors to protect against contamination. Conveyor
openings shall not exceed the size required to permit passage
of containers.

B. [Formerly paragraph 6:133-2] If processing
operations are conducted in other than a sealed system under
pressure, protection shall be provided to preclude
contamination of the water and the system.

C. [Formerly paragraph 6:133-3] Ventilation shal be
provided in accordance with §313(A)(4) of this Part and
shall minimize condensation in processing rooms, bottling
rooms, and container washing and sanitizing areas.

D. [Formerly paragraph 6:133-4] The washing and
sanitizing of containers for bottled drinking water shall be
performed in an enclosed room. The washing and sanitizing
operation shall be positioned within the room so as to
minimize any possible post-sanitizing contamination of the
containers before they enter the bottling room.

E [Formerly paragraph 6:133-5] Rooms in which
product water is handled, processed, or held or in which
containers, utensils, or equipment are washed or held shall
not open directly into any room for domestic household
purposes.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(8). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1242 (June
2002).

8§909. Product and Operation Water Supplies;
Sanitary Facilities
[formerly paragraph 6:134]

A. Each plant shall provide sanitary facilities including,
but not limited to, the following:

1. [Formerly paragraph 6:134-1] Product water and
operations water:
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a.  [Formerly paragraph 6:134-1 (1)] Product Water.
The product water supply shall be from an approved source
and comply with Chapter 9 of this Part entitled "Processing
and Bottling of Bottled Drinking Water".

b. [Formerly paragraph 6:134-1 (2)] Operations
Water. If different from the product water supply, the
operations water supply shall be obtained from an approved
source properly located, protected, and operated and shall be
easily accessible, adequate, and of a safe, sanitary quality
which shall be in conformance at al times with the
applicable laws and regulations of the government agency or
agencies having jurisdiction.

c. [Formerly paragraph 6:134-1 (3)] Product Water
and Operations Water from A pproved Sources

i. Water samples shall be taken from approved
sources by the plant at a minimum frequency of twice each
year with an interval between samples of not less than five
months nor more than seven months to assure that the supply
is in conformance with the applicable standards, laws, and
regulations of the government agency or agencies having
jurisdiction. The sampling and analysis shall be by plant
personnel trained in sampling and analysis of water samples.
Records of both government agency approval of the water
source and the sampling and analysis performed by the plant
shall be maintained on file at the plant.

ii.  Test and sample methods shall be approved by
government agency or agencies having jurisdiction over the
approval of the water source, and shall be consistent with the
minimum requirements set forth in Part X1 of this Code.

iii.  Analysis of the samples may be performed for
the plant by commercial laboratories.

2. [Formerly paragraph 6:134-2] Air under Pressure.
Whenever air under pressureis directed at product water or a
product water contact surface, it shall be free of ail, dust,
rust, excessive moisture, and extraneous materials; shall not
affect the bacteriological quality of the water; and shall not
adversely affect the flavor, color, or odor of the water.

3. [Formerly paragraph 6:134-3] Locker and
Lunchrooms. When employee locker and lunchrooms are
provided, they shall be separate from plant operations and
storage areas and shall be equipped with self-closing doors.
The rooms shall be maintained in a clean and sanitary
condition and refuse containers shall be provided. Packaging
or wrapping material or other processing supplies shall not
be stored in locker or lunchrooms.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(8). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1242 (June
2002).

8911. Cleaning and Sanitizing
[formerly paragraph 6:135-1]

A. The product water contact surfaces of al multi-
service containers, utensils, pipes, and equipment used in the
transportation, processing, handling, and storage of product

water shall be cleaned and sanitized. All product water
contact aurfaces shall be inspected by plant personnel as
often as necessary to maintain the sanitary condition of such
surfaces and to assure they are kept free of scale, evidence of
oxidation, and other residue. The presence of any unsanitary
condition, scale, residue, or oxidation shall be immediately
remedied by cleaning and sanitizing of that product water
contact surface prior to use.

1. [Formerly paragraph 6:135-2] After sanitizing all
multi-service containers, utensils, and disassembled piping
and equipment shall be transported and stored in such a
manner as to assure drainage and shall be protected from
contamination.

2. [Formerly paragraph 6:135-3] Single-service
containers and caps or seals shall be purchased and stored in
sanitary closures and kept clean therein in a clean, dry place
until used. Prior to use they shall be examined, and as
necessary, washed, rinsed, and sanitized and shall be handled
in a sanitary manner.

3. [Formerly paragraph 6:135-4] Filling, capping,
closing, sealing and packaging of containers shall be donein
a sanitary manner so as to preclude contamination of the
bottled drinking water. For example, hand filling and
capping of containers shall be prohibited. Mechanical
equipment shall be provided for this purpose.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1243 (June
2002).

§913. Suitability of Equipment and Procedures
[formerly paragraph 6:136-1(1)]

A. All plant equipment and utensils shall be suitable for
their intended use. This includes al collection and storage
tanks, piping, fittings, connections, bottle washers, fillers,
cappers, and other equipment which may be used to store,
handle, process, package, or transport product water.

B. [Formerly paragraph 6:136-1 (2)] All product water
contact surfaces shall be constructed of nontoxic and
nonabsorbent material which can be cleaned and sanitized
and is in compliance with Chapter 11 of this Part - Soft
Drink Manufacturers.

C. [Formerly paragraph 6:136-2] Design: Storage tanks
shall be of the type that can be closed to exclude all foreign
matter and shall be vented.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.
HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1243 (June
2002).
8915. Product Water Treatment Process
[formerly paragraph 6:137-1 (A)]

A. All treatment of product water by distillation, ion-
exchanging filtration, ultraviolet treatment, reverse osmosis,
carbonation, mineral addition, or any other process shall be
effective in accomplishing its intended purpose and in
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accordance with R.S. 40:607(3) of the State Food, Drug and
Cosmetic Law. All such processes shall be performed in and
by equipment and with substances which will not adulterate
the bottled product. A record of the type and date of physical
inspections of such equipment, conditions found, and
performance and effectiveness of such equipment, shall be
maintained by the plant. Product water samples shall be
taken after processing and prior to bottling by the plant and
analyzed as often as is necessary to assure uniformity and
effectiveness of the processes performed by the plant. The
methods of analysis shall be those approved by the
government agency or agencies having jurisdiction.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seg.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1243 (June
2002).

§917. Treatment Processof Product
Water for Emergencies
[formerly paragraph 6:137-1 (B)]

A. Product water intended for bottling for use during
emergencies shall contain a minimum of 0.2 ppm free
chlorine residual prior to bottling or, shall be treated as
specified in 8915 of this Chapter. (Promulgated 11/20/96)

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seg.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1244 (June
2002).

8919. Multi -Service Containers
[formerly paragraph 6:137-2 (1)]

A. Multi-service primary containers shall be cleaned,
sanitized, and inspected just prior to being filled, capped,
and sealed. Containers found to be unsanitary or defective
by the inspection shall be reprocessed or discarded. All
multi-service primary containers shall be washed, rinsed,
and sanitized by mechanical washers or by any other method
giving sanitary results. Mechanical washers shall be
inspected as often as is necessary to assure dependable
performance. Records of physical maintenance, inspections
and conditions found, and performance of the mechanical
washer shall be maintained by the plant.

B. [Formerly paragraph 6:137-2 (2)] Multi-service
shipping cases shall be maintained in such condition as to
assure they will not contaminate the primary container or the
product water. Dry or wet cleaning procedures shall be
performed as often as necessary to maintain the cases in a
sanitary condition.

C. [Formerly paragraph 6:137-2 (3)] Bottled water that is
processed and packaged exclusively for emergency use shall
include the following labeling information in addition to any
other required labeling information.

1. [Formerly paragraph 6:137-2 (3) (a)] Bottled water
for emergencies may be named "Bottled Water" or "Drinking
Water" followed immediately by "for Emergency Use Only,
Not for Re-Sale."
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2. [Formerly paragraph 6:137-2 (3) (b)] Each unit
container shall include a "Use by date with the date not to
exceed 60 days from the date of bottling.

3. [Formerly paragraph 6:137-2(3)(c)] The
information required in §919.C.1 -2 shall be of the same
print size and style.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1244 (June
2002).

8§921. Cleaning and Sanitizing Solutions
[formerly paragraph 6:137-3]

A. Cleaning and sanitizing solutions utilized by the plant
shall be sampled and tested by the plant as often as is
necessary to assure dependable performance in the cleaning
and sanitizing operations. Records of these tests shall be
maintained by the plant.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of

Health and Hospitals, Office of Public Health, LR 28:1244 (June
2002).

§923. Sanitizing Operations
[formerly paragraph 6:137-4]

A. All product water contact surfaces shall be sanitized
by chemical means, circulation of live steam or hot water.
The plant should maintain a record of the intensity of the
sanitizing agent and the time duration that the agent was in
contact with the surface being sanitized. The following times
and intensity shall be considered a minimum;

1. [Formerly paragraph 6:137-4 (1)] live steam in
enclosed system: at least 170E F for at least 15 minutes or at
least 200E F for at least five minutes;

2. [Formerly paragraph 6:137-4 (2)] hot water in
enclosed system: At least 17CE F for at least 15 minutes or at
least 200E F for at least five minutes;

3. [Formerly paragraph 6:137-4 (3)] chemical
sanitizers shall be equivalent in bactericidal action to a two-
minute exposure of 50 parts per million of available chlorine
at or above 57E F when used as an immersion or circulating
solution. Chemical sanitizers applied as a spray or fog shall
have as a minimum 100 parts per million of available
chlorine at or above 57E F or its equivalent in bactericidal
action;

4. [Formerly paragraph 6:137-4 (4)] 0.1 part per
million ozone water solution in an enclosed system for at
least five minutes;

5. [Formerly paragraph 6:137-4 (5)] when containers
are sanitized using a substance other than one provided for
in 21 CFR 178.1010 of the Code of Federal Regulations,
such substance shall be removed from the surface of the
container by a rinsing procedure. The final rinse, prior to
filling the container with product water, shall be performed
with a disinfected water rinse free of pathogenic bacteria or
by an additiona sanitizing procedure equivalent in
bactericidal action to that required in 8§923(A)(3).
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AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seg.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1244 (June
2002).

8925. Production Code; Unit Package

[formerly paragraph 6:137-5]

A. Each unit package from a batch or segment of a
continuous production run of bottled drinking water shall be
identified by a production code. The production code shall
identify a particular batch or segment of a continuous
production run and the day produced. The plant shall record
and maintain information as to the kind of product, volume
produced, date produced, lot code use, and the distribution
of the finished product to wholesale and retail outlets.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1244 (June
2002).

8927. Filling, Capping, or Sealing; Container
Testing Requirements

[formerly paragraph 6:137-6]

A. Duringthe process of filling, capping or sealing either
single-service or nufti-service containers, the performance
of the filler, capper or sealer shall be monitored and the
filled containers, visually or electronically inspected to
assure they are sound, properly capped or sealed, and coded
and labeled. Containers which are not satisfactory shall be
reprocessed or rejected. Only nontoxic containers and
closures shall be used. All containers and closures shall be
sampled and inspected to ascertain that they are free from
contamination. At least once each three months, a
bacteriological swab and/or rinse count should be made from
at least four containers and closures selected just prior to
filling and sealing. No more than one of the four samples
may exceed more than one bacteria per milliliter of capacity
or one colony per square centimeter of surface area. All
samples shall be free of coliform organisms. The procedure
and apparatus for these bacteriological tests shall be in
conformance with those recognized by the government
agency or agencies having jurisdiction. Tests shall be
performed either by plant personnel trained in sampling and
analysis of water samples or by acommercial laboratory.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seg.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1244 (June
2002).

8929. Product Testing Requirements

[formerly paragraph 6:137-7]

A. To assure that the plant's production of bottled
drinking water is in compliance with the State Food Drug
and Cosmetic Law (R.S. 40:601 et seq.) and this Code, the
plant shall:

a7

1. [Formerly paragraph 6:137-7 D] for
bacteriological purposes take and analyze at least once a
week a sample from a batch or segment of a continuous
production run for each type of bottled drinking water
produced during a day's production. The samples shall
consist of primary containers of product or unit packages of
product;

2. [Formerly paragraph 6:137-7 (2)] for chemical,
physical, and radiological purposes, take and analyze at least
sami-annually a representative sampling from a batch or
segment of a continuous production run for each type of
bottled drinking water produced during a day's production.
The representative sample shall consist of primary
containers of product or unit packages of product;

3. [Formerly paragraph 6:137-7 (3)] anayze such
samples by methods approved by the government agency or
agencies having jurisdiction. The plant shall maintain
records of date of sampling, type of product sampled,
production code, and results of the analysis.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(8). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1245 (June
2002).

8931. Record Retention

[formerly paragraph 6:137-8]

A. All records required by 21 CFR 129.1, 21 CFR
129.20, 21 CFR 129.35, 21 CFR 129.37, 21 CFR 129.40,
and 21 CFR 129.80 of the Code of Federal Regulations shall
be maintained at the plant for not less than two years. Plants
shall also retain, on file at the plant, current certificates or
notifications of approval issued by the state health officer
and other government agencies, (if any) approving the
plant's source and supply of product water and operations
water. All required documents shall be available for officia
review at reasonable times.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1245 (June
2002).

Chapter 11. Soft Drink
Manufacturing

§1101. Definitions
[formerly paragraph 6:138]

A. The definitions and interpretations contained in the
State Food, Drug and Cosmetic Law (R.S. 40:601 et seq.)
are applicable to the following words and terms. Unless
otherwise specifically provided herein, the following words
and terms used in this Part of the Sanitary Code, and all
other Parts which are adopted or may be adopted, are
defined for the purposes thereof asfollows.

AdeguateCthat which is needed to accomplish the
intended purpose in keeping with good public health
practice.

Louisiana Administrative Code June 2002






LSA R.S. 40: 731—741. Bottled Water Quality Law

PART IV-A. BOTTLED WATER
§731. Legislative intent

It is the intent of the legislature to protect the public's health by establishing standards for
bottled water and bottled water plants, water dealers, and water transportation vehicles or
vessels to ensure that consumers who obtain water through such means are given
appropriate information as to the nature of such water and that such consumers are
assured that the water meets acceptable standards for human consumption.

Acts 1991, No. 623, 81.
§732. Definitions

As used in this Part, the following terms shall have the following meanings ascribed to
them:

(1) "Approved laboratory"” means a laboratory approved by the state or department or
certified by the U. S. Environmental Protection Agency (EPA), or certified by the
primary enforcement authority in any state which has been granted primacy by the EPA,
or certified or accredited by a third-party organization acceptable to a primacy state.

(2) "Approved source™ when used in reference to a bottled water plant's product water or
water used in the plant's operations, means the source of the water whether it be from a
spring, artesian well, drilled well, public or community water system or any other source
that has been inspected and the water sampled, analyzed and found of a safe and sanitary
quality with or without treatment. Such approval shall be obtained and maintained in
accordance with R.S. 40:735. The presence in the plant of a current certificate or
notification of approval from the department shall constitute approval of the source.

(3) "Artesian water" means bottled water from a well tapping a confined aquifer in which
the water level stands above the water table. "Artesian water” shall meet the
requirements of "natural water".

(4) "Bottled water" means water that is placed in a sealed container or package and is
offered for sale for human consumption or other consumer uses. Bottled water may be
with or without natural or added carbonation and may be prepared with added flavors,
extracts, or essences derived from a spice or fruit which comprise less than one percent
by weight of the final product. Said products shall contain no sweeteners, acidulants, or
additives other than said flavors, extracts, or essences.

(5) "Bottled water plant” means any place or establishment in which bottled water is
prepared for sale.





(6) "Carbonated water" or "sparkling water" means bottled water containing carbon
dioxide.

(7) "Department” means the Department of Health and Hospitals.

(8) "Distilled water" means bottled water which has been produced by a process of
distillation and meets the definition of purified water in the most recent edition of the
United States Pharmacopeia.

(9) "Drinking water" means bottled water obtained from an approved source that has at
minimum undergone treatment consisting of filtration (activated carbon or particulate)
and ozonation or an equivalent disinfection process.

(10) "Fluoridated water" means bottled water containing fluoride. The label shall
specify whether the fluoride is naturally occurring or added. Any water which meets the
definition of this Paragraph shall contain not less than 0.8 milligrams per liter fluoride ion
and otherwise comply with the Food and Drug Administration (FDA) quality standards in
21 CFR Section 103.35(d)(2).

(11) "Mineral water" means bottled water that contains not less than 500 parts per
million total dissolved solids. "Natural mineral water" shall meet the requirements of
"natural water".

(12) "Natural water" means bottled spring, mineral, artesian, or well water which is
derived from an underground formation and is not derived from a municipal system or
public water supply.

(13) "Plant operator" means any person who owns or operates a bottled water plant and
who meets the requirements of R.S. 40:734.

(14) "Purified water" means bottled water produced by distillation, deionization, reverse
osmosis or other suitable process and that meets the definition of purified water in the
most recent edition of the United States Pharmacopeia. Water which meets the definition
of this Paragraph and is vaporized, then condensed, may be labeled "distilled water".

(15) "Spring water" means water derived from an underground formation from which
water flows naturally to the surface of the earth. "Spring water" shall meet the
requirements of "natural water".

(16) "Water dealer" means any person who imports bottled water or causes bulk water to
be transported for bottling for human consumption or other consumer uses.

(17) "Well water" means water from a hole bored, drilled or otherwise constructed in the
ground which taps the water of an aquifer. "Well water" shall meet the requirements of
"natural water".





Acts 1991, No. 623, 81; Acts 1995, No. 351, 81, eff. June 16, 1995.
§733. Product quality

A. All bottled water shall be from an approved source and shall not contain any
constituent in quantities that may be injurious to health, as established by the department
by rule. All bottled water shall meet standards prescribed by the FDA in 21 CFR Section
103.35, except that the total dissolved solids limitation of Section 103.35(d) shall not
apply to mineral water and except that bottled water shall not exceed 10 ppb of total
trihalomethanes and 5 ppb of lead.

B. Except as provided in Subsection A of this Section, bottled water, including mineral
water, shall not exceed any maximum contaminant level contained in R.S. 40:740(A), or
any maximum contaminant level established by EPA under the Safe Drinking Water Act
or established by the department by rule for any organic or inorganic chemical.

Acts 1991, No. 623, §1.
§734. Good manufacturing practices and operational requirements

A. All bottled water, including mineral water, shall be filtered and processed and
packaged in accordance with the FDA Good Manufacturing Practice Regulations (GMPs)
21 CFR Parts 110 and 129, and any rules adopted by the department.

B. Bottled water production, including transporting, processing, packaging and storage,
shall be conducted under such conditions and controls as are necessary to minimize the
potential for microbiological contamination of the finished product. These conditions
and controls shall include the following:

(1) Bottled water shall be subject to effective germicidal treatment by ozonation or
carbonation at a minimum of three volumes of carbon dioxide or other equivalent
disinfection approved by the department, except that the requirement for filtration and
germicidal treatment shall not apply to a bottled water product for which an exemption
has been granted by the department pursuant to the criteria as contained in R.S. 40:7309.

(2) Bottled water shall not be transported or stored in bulk tanks or processed or bottled
through equipment or lines used for any nonfood product.

(3) Bottled water which originates from a surface water source which is not protected
from surface contamination shall be subjected to ozonation, filtration, or another effective
process which removes or destroys the cysts of the parasite Giardia lamblia.

C. Each bottled water plant operator shall develop and maintain written procedures for
notification of the department, consumer notification and product recall and shall
implement any said procedure as necessary with respect to any product for which the
operator or department knows or has reason to believe circumstances exist that may





adversely affect its safety for the consumer. In order to facilitate product identification or
recall, each bottled water product shall contain a code that is designed to remain attached
to the container during use and which contains either the date of manufacture or a lot or
batch number.

D. A bottled water supplier who knows that a primary maximum contaminant level has
been exceeded or has reason to believe that circumstances exist which may adversely
affect the safety of bottled water, including but not limited to source contamination,
spills, accidents, natural disasters, or breakdowns in treatment, shall notify the
department promptly.

E. If the department determines, based upon representative samples, risk analysis,
information provided by the bottled water supplier, and other information available to the
department, that the circumstances present an imminent hazard to the public health and
that a form of consumer notice or product recall can effectively avoid or significantly
minimize the threat to public health, the department may order the water supplier to
initiate a level of product recall approved by the department or, if appropriate, issue a
form of notification to customers. The bottled water supplier shall be responsible for
disseminating the notice in a manner designed to inform customers who may be affected
by the problem. The water bottler shall where appropriate provide the notice to radio and
television media or to the newspaper serving the affected public or shall in the alternative
directly notify affected users where doing so in a manner approved by the department can
effectively avoid or minimize the risk to health. Product recalls shall conform to the
procedures and policies of 21 CFR Part 7.

F. Where a maximum contaminant level has been violated but circumstances, including
risk analysis and representative samples, indicate that the violation of the maximum
contaminant level has been promptly corrected and that already-distributed product will
not cause illness and presents no significant health risk, a recall and media notification of
consumers is unnecessary. In such circumstances where a recall or media notification is
unnecessary, but where there may be significant consumer complaints of product taste or
odor, the department may order the bottler to communicate the exceedance of the
maximum contaminant level and the implementation of corrective measures by direct
mailings to affected customers or by newspaper publication.

G. Artesian water may be collected with the assistance of external force to enhance the
natural underground pressure so long as such measures do not alter the physical
properties, composition, and quality of the water.

H. Natural water shall not be modified by blending with water of another type or by
deletion or addition of dissolved solids, except as related to disinfection or other
treatment to reduce the concentration of any naturally present constituent which exceeds
government sanctioned or approved safety standards or guidelines. It may be collected
and transported by pumps, pipes, tunnels, trucks, or similar devices.





I. Spring water shall be collected only at the spring or through a bore hole that is
adjacent to the point of emergence. Spring water collected with the assistance of external
force to protect the water shall retain all the physical properties of and be of the same
composition and quality as the water that flows naturally to the surface of the earth.

J. No person shall operate a bottled water plant or bottle water for the purpose of sale or
distribution in this state without first obtaining a permit required by the state sanitary
code demonstrating that the source, bottling facility treatment and bottling practices, and
product water meet the requirements of this Part and regulations adopted hereunder. The
department by regulation may establish a reasonable fee for a permit application, which
fee shall be based on the cost of processing application and shall be the same for in-state
and out-of-state bottlers. An annual renewal fee shall be established. The application fee
and the annual renewal fee shall not exceed two hundred dollars.

K. For bottled water imported from outside the United States the required showing shall
include a certification signed by the department or agency with jurisdiction over bottled
water in the country of origin that describes the requirements of said country for the
source, bottling facility, treatment, bottling practices, and product water; states the date of
the last officially authorized inspection by the department or agency or acceptable third
party inspection organization and review of said source, facility, treatment, bottling
practices, and product water in light of such requirements; and certifies that said source,
facility, treatment, bottling practices, and product water meet all of the requirements of
the country of origin except those that are in conflict with U.S. state and federal laws and
regulations.

L. As a condition of receiving a permit and annually thereafter, the bottler shall receive a
plant inspection demonstrating compliance with the good manufacturing practices and
operational requirements of this Part. Said inspection shall be conducted by the state in
which the bottling facility is located, by the federal FDA, or by a third party inspection
organization acceptable to the department.

M. A bottled water plant shall not be operated except under the supervision of a
competent person qualified by experience, education, and training to operate and
maintain the plant's facilities. Said person must hold a certificate demonstrating that he
has successfully completed a technical training course, developed and administered by
the department or by a third party organization that is acceptable to the department, that
covers periodic instruction and testing in plant, source, and product sanitation; operation
and maintenance of water treatment technology; and the maintenance and monitoring of
source and product water quality in accordance with these bottled water standards.

Acts 1991, No. 623, §1.
8735. Source water monitoring

A. If any source does not comply with the maximum contaminant levels required by the
state or federal agency for the production of bottled water, the bottler must show by





analysis that his treatment reduces the contaminant(s) below the maximum contaminant
levels in the finished product. Approval of the source water product derived from a
source other than a public water supply must be based upon a field inspection of the
source and a review of information prepared by a professionally qualified hydrogeologist
that shall demonstrate the integrity of the source and safety of the catchment operations
and that shall include:

(1) An evaluation of the chemical, physical, microbiological, and radiological
characteristics of the source.

(2) A report on the regional geology surrounding the site and the specific site geology.
A description of the vertical and horizontal extent of the source aquifer using existing
data; the information will be used to define the recharge area of the aquifer, or in the case
of regional aquifers, the zone of influence of the subject source.

(3) A report detailing the development of the source, the method of construction
including spring design, well installation, surface catchment and intake structures, and
transmission facilities as appropriate.

(4) A watershed survey of the recharge area or zone of influence of subject source that
identifies and evaluates actual and potential sources of contamination, and which shall be
updated every three years, including any reported discharge that may affect the source.

(5) Based on the findings in Paragraph (4) of this Subsection, a plan for special
monitoring of any significant contaminant source and for taking restrictive preventive or
corrective measures as appropriate to protect the source water and the product water.

B. The plant operator shall be responsible for sampling and analysis of all approved
sources for the contaminants specified in R.S. 40:733. Such monitoring shall be at least
annually, except that analysis for microbiological contaminants shall be weekly if the
source is other than a public water system.

C. Approved sources shall be monitored on a frequency of no less than once every four
years for the contaminants listed in R.S. 40:740(B) or for which U. S. EPA under the
Safe Drinking Water Act or the department requires source water monitoring.

D. Those systems using chlorination or chlorinated public water supplies shall also
monitor for contaminants listed in R.S. 40:740(C). The definition of "source" as applied
to R.S. 40:740(B) and (C) allows bottlers using public water supplies to take samples at
the filler or from the source, all other bottlers being required to obtain samples from the
groundwater source.

E. In lieu of source monitoring required by this Section, a plant operator using a public
water system as its source may obtain and display a certificate from said system
demonstrating that the public water system conducts the monitoring required by this
Section.





F. In lieu of source water monitoring for any volatile organic contaminant covered by
Subsections C and D of this Section that is confirmed to be present in the source water,
the bottler may treat said source using granular activated carbon treatment or an
equivalent treatment operated in accordance with good manufacturing practices as
provided in 21 CFR 129.80.

G. The department may also exempt any water bottler from the monitoring requirements
of Subsections C and D of this Section or reduce the frequency or scope of said source
monitoring based on a showing satisfactory to the department that the source does not
contain the compound(s) for which monitoring is required and is not vulnerable to
contamination by the compound(s) because for surface water sources the compounds are
not applied, manufactured, stored, disposed, or shipped upstream, and for groundwater
sources, the compounds are not applied, manufactured, stored, disposed, or shipped in the
groundwater recharge basin, or that a reliable indicator chemical may be monitored in
lieu of said compound(s).

H. Where a bottled water plant operator, water dealer, or regulatory agency knows or has
reason to believe that a contaminant not otherwise monitored is present in the source
water because of a spill, release of a hazardous substance, or otherwise, and its presence
would create a potential health hazard to consumers, the plant operator or water dealer
upon receipt of such information shall monitor the source water for said contaminant.

I. Detection of contaminant in source monitoring required pursuant to R.S. 40:735 shall
be followed immediately by a program of periodic monitoring to confirm the presence in
the source water of said contaminant(s). If such listed unregulated contaminant(s) is
confirmed to be present in the source water at a concentration that exceeds a published
U.S. EPA health advisory, or a U.S. FDA or a department action level for drinking water,
the plant operator or water dealer shall employ appropriate treatment techniques to
remove or to reduce said contaminant in the product water below said concentration and
shall employ a program of periodic monitoring for said contaminant in the source water
until such time as said contaminant is not detectable in the source water.

J. The required source water monitoring shall be performed by qualified personnel and
required analysis shall be performed by an approved laboratory. Records of the required
sampling and analyses shall be maintained on file at the plant for not less than five years
and shall be available for official review upon request of the department.

Acts 1991, No. 623, §1.
§736. Finished product monitoring
A. To assure that bottled water complies with R.S. 40:733, the following product

monitoring using representative samples derived from the bottled product shall be
performed.





(1) For microbiological contaminants specified in R.S. 40:733, analyze weekly a
representative sample from a batch or segment of a continuous production for each type
of bottled water produced by the plant.

(2) For chemical, physical, and radiological contaminants specified in R.S. 40:733,
analyze annually a representative sample from a batch or segment of continuous
production run for each type of bottled drinking water produced by the plant.

B. The required product water sampling shall be performed by qualified personnel and
required analysis shall be performed by an approved laboratory.

C. Records of required sampling and analysis shall be maintained at the plant not less
than five years and shall be available for official review upon request of the department.

Acts 1991, No. 623, §1.
§737. Labeling requirements

All bottled water shall conform to applicable federal and state labeling laws and be
labeled in compliance with the following standards:

(1) Mineral water may be labeled "mineral water". Bottled water to which minerals are
added shall be labeled so as to disclose that the minerals are added and may not be
labeled "natural mineral water".

(2) Spring water may be labeled "spring water" or "natural spring water".

(3) Water containing carbon dioxide that emerges from the source and is bottled directly
with its entrapped gas may bear on its label the words "naturally carbonated"” or
"naturally sparkling".

(4) Bottled water which contains carbon dioxide other than that naturally occurring in the
source of the product shall be labeled with the words "carbonated", "carbonation added",
or "sparkling” when the carbonation is obtained from a natural or manufactured source.
(5) Well water may be labeled "well water" or "natural well water".

(6) Artesian water may be labeled "artesian water" or "natural artesian water".

(7) Purified water shall be labeled "purified water" and the method of preparation shall
be stated on the label, except that purified water produced by distillation may be labeled

as "distilled water".

(8) Drinking water may be labeled "drinking water".





(9) Any bottler, distributor, or vendor of bottled water whose corporate name, brand
name, or trademark contains the word "spring", "well", "artesian”, "mineral”, or "natural”
or any derivative of those words shall label each bottle with the type of bottled water as
defined in R.S. 40:732 in typeface at least equal to the size of the typeface of the
corporate name, brand name, or trademark, if the type of the bottled water is different

from the type stated or implied in the corporate name, brand name, or trademark.

(10) The use of the word "spring"”, or any derivative thereof other than in a trademark,
trade name, or company name, to describe water that is not spring water as defined herein
shall be prohibited.

(11) A product meeting more than one definition as stated in R.S. 40:732 may be
identified by any of the applicable product types defined in R.S. 40:732, except where
otherwise specifically prohibited.

(12) Supplemental printed information and graphics may appear on the label but shall
not imply properties of the product or preparation methods which are not factual.

(13) Each bottler, manufacturer, distributor, or vendor of bottled water shall register each
separate and distinct type of bottled water with the department in accordance with R.S.
40:627 and R.S. 40:628.

Acts 1991, No. 623, §1.
§738. Soda water/soft drink exemption

Bottled soft drinks, soda, or seltzer products commonly recognized as soft drinks and
identified on the product identity panel with a common or usual name other than one of
those specified in R.S. 40:732 are exempt from the requirements of this Part. Water that
is not in compliance with the requirements of this Part may not be identified, labeled, or

advertised as "artesian water", "bottled water", "distilled water", "natural water",

"purified water", "spring water", or "well water".
Acts 1991, No. 623, §1.
8739. Waiver of filtration and germicidal treatment

A. A bottled water product may be granted a waiver from filtration and germicidal
treatment by the department. A waiver shall be based on the bottler's demonstration to
the department's satisfaction that, based on review of long term baseline microbiological
monitoring data of the source and product, and consideration of the nature and extent of
source monitoring, source protection, and bottling sanitation procedures instituted by the
bottler, filtration and germicidal treatment are not necessary to assure that the product
will consistently comply with the microbiological standards herein. A waiver may be
granted and maintained only upon a demonstration of all of the following:





(1) That said bottled water product and source are in compliance with the Codex
Alimentarius standard (CAC/AS 108) for natural mineral water, as amended, and the
requirements of R.S. 40:733.

(2) That said bottled water product and source are in compliance with the code of
hygienic practice for the collecting, processing, and marketing of natural mineral water of
the Codex Alimentarius, Alinorm 83/13A, as amended.

(3) That the bottler has submitted a basic hydrogeological survey of the source and an
annual sanitary survey, both prepared by a professionally qualified hydrogeologist,
demonstrating the integrity of the source, which sanitary survey shall include:

(a) Watershed surveillance consisting of an inspection of portions of the drainage area
necessary to identify and evaluate actual and probable sources of contamination.

(b) Evaluation of source construction and protection and where appropriate, intake
structures, and transmission facilities.

(c) Evaluation of finished water storage facilities.

(4) That continued compliance of the bottled water product and source with the Codex
Alimentarius standards is demonstrated by an official testing performed once every two
months by the authorities having jurisdiction, and by a weekly microbiological testing as
described in the code of hygienic practices for the collecting, processing, and marketing
of natural mineral water of the Codex Alimentarius, Alinorm 85/13A, and by an annual
inspection by an independent organization acceptable to the department demonstrating
compliance with the code of hygienic practices for the collecting, processing, and
marketing of natural mineral water of the Codex Alimentarius, Alinorm 85/13A.

(5) That said bottled water product is bottled in an enclosed filling room/chamber that is
under positive pressure of filtered purified air, and using facilities and good
manufacturing practices that comply with the requirements of 21 CFR Part 129.

B. This exemption to the requirement for filtration and germicidal treatment for said
bottled water product shall be renewed every year by the submission of an annual report
establishing compliance with the microbiological standards described in 21 CFR Section
103.35 and the requirements of this Section pertaining to said water and source. Bottled
water that is not in compliance with any of such requirements shall be subject to the
requirement for filtration and germicidal treatment.

C. This exemption applies only to the requirement for filtration and germicidal
treatment. All bottled water shall comply with all other provisions of this Part.

Acts 1991, No. 623, 81.

8740. Appendices; maximum contaminant levels





A. Appendix A. The following provisions are the maximum contaminant levels for the
following compounds:

Compound
Maximum Contaminant =
ppb

Level (mg/L)

(1) VOLATILE ORGANIC COMPOUNDS
Trichloroethylene
0.005

5

Carbon tetrachloride
0.005

5

Vinyl Chloride

0.002

2

1,2-Dichloroethane
0.005

5

Benzene

0.005

5
1,1,-Dichloroethylene

0.007





7
1,1,1,-Trichloroethane
0.200

200
p-Dichlorobenzene
0.075

75

Trihalomethanes
0.010

10

(2) INORGANIC COMPOUNDS
Arsenic

0.05

50

Barium

1.0

1000

Cadmium

0.01

10

Chloride

250.0

250,000





Chromium
0.05

50
Copper
1.0
1,000
Fluoride
4.0
4,000
Iron

0.3

300
Lead
0.005

5
Manganese
0.05

50
Mercury
0.002

2

Nitrate

10.0





10,000
Selenium
0.01

10
Silver
0.05

50
Sulfate
250.0
250,000
TDS
500.0
Zinc
5.0
5,000
(3) ORGANIC COMPOUNDS
Endrin
0.0002
0.2
Lindane
0.004
4.0

Methoxychlor





0.10

100.0
Toxaphene
0.005

5.0

2,4-D

0.10

100.0

2,4,5-TP (Silvex)
0.01

10.0

(4) WATER PROPERTIES
Color

< 15 units
Turbidity

< 5units

pH

6.5-85

Odor

3 T.O.N.

(5) RADIONUCLIDES
*Gross Alpha

15 pCi/L





**Gross Beta
50 pCi/L

*1f Gross Alpha is greater than 5, analyze for Radium 226 and Radium 228. Their total
should not exceed 5 pCi/L.

**|f Gross Beta is greater than 8 pCi/L, analyze for Strontium 90. If Gross Beta is
greater than 50 pCi/L, analyze for Tritium and other man-made nuclides.

B. Appendix B. The following is a listing of inorganic and organic substances:
(1) Inorganics
Aluminum
Ammonia
Antimony
Beryllium
Boron

Cyanide
Foaming Agents
Molybdenum
Nickel

Radium 226
Radium 228
Radon

Sodium
Strontium
Thallium

Uranium





Vanadium

(2) Organics
Acrylamide
Alachlor

Atrazine

Aldrin

Aldicarb

Aldicarb Sulfone
Aldicarb Sulfoxide
Acenaphthene
Acenaphthylene
Adipates
Authracene
Bentazon
Bromobenzene
Bromochloromethane
Bromomethane
Butylbenzene, n
Butylbenzene, sec
Butylbenzene, tert
Benzidine

Benzo (a) anthracene

Benzo (a) pyrene





Benzo (b) fluoranthene
Benzo (ghi) perylene

Benzo (k) fluoranthene

Bis (2-chloroethoxy) methane
Bis (2-chloroethyl) ether

Bis (2-chloroisopropyl) ether
Bis (2-ethylhexyl) pthalate
Bromophenyl Phenyl Ether, 4
Butylbensyl pthalate
Bromacil

Butachlor

Carbofuran

Cyanazine

Chlordane

Chlorothalonil
Chlorobenzene
Chloroethane
Chloromethane
Chlorotoluene, o-
Chlorotoluene, p-

Carbaryl

Chloro-m-Cresol, p-

Chloronapthalene, 2-





Chlorophenol, 2-
Chlorophenyl Phenyl Ether, 4-
Chrysene

Dacthal

Dalapon

DB,2,4-

Delta BHC

Diazonon
Dibromo-3-Chloropropane, 1,2-
Dimethoate

Dieldrin

Ditrotoluene, 2,4-
Dicamba

Dinoseb

Dibromomethane
Dichlorobenzene, m-
Dichlorobenzene, o-
Dichlorodifluoromethane
Dichloroethane,1,1-
Dichloroethylene,1,2-cis-
Dichloroethylene,1,2,-trans
Dichloromethane

Dichloropropane,1,2-





Dichloropropane,1,3-
Dichloropropane,2,2-
Dichloropropene,1,1-
Dichloropropene,1,3-
Di-n-butyl pthalate
Di-n-octyl pthalate
Dichlorobenzidine,3,3-
Dibenzo (a,h) anthracene
Dichlorophenol,2,4-
Diethyl Pthalate
Dimethy Pthalate
Dimethlyphenol,2,4-
Dinitro-o0-Cresol 4,6-
Dinitrophenol,2,4-
Diphenylhydrazine,1,2-
Dinitrotoluene,2,4-
Diuron

Diquat

Endothall
Epichlorohydrin
Ethylbenzene

Ethyl Dibromide

Fluorotrichloromethane





Fluoranthene

Fluorene

Glyphosate

Heptachlor

Heptechlor Epoxide
Hexachlorobenzene
Hexachlorobutadiene
Hexachlorocyclopentadiene
Hexachloroethane

Indeno (1,2,3-c,d) Pyrene
Isophorone
Isopropylbenzene
Isopropyltoluene,p-
Methomyl

Methy| tert-Butyl-Ether
Methyl-4,6-Dinitrophenol,2-
Metolachlor

Metribuzin

Molinate

Napthalene

Nitrobenzene
Nitrophenol,2-

Nitrophenol,4-





Nitrosodimethylamine,n-
Nitrosodiphenylamine,n-
Nitrosodi-n-propylamine,n-
PCB

Pentachlorophenol
Phenathrene

Picloram

Prometryn
Propylbenzene,n-

Pyrene

Simazine

T,2,4,5

TCDD,2,3,7,8-
Tetrachloroethane,1,1,1,2-
Tetrachloroethane,1,1,2,2
Tetrachloroethylene
Thiobencarb

Toluene
Trichlorobenzene, 1,2,3-
Trichloro-1,2,2,-Trifluroethane
Trichlorobenzene,1,2,4
Trichloroethane,1,1,2-

Trichlorophenol,2,4,5-





Trichlorophenol,2,4,6
Trichloropropane,1,2,3-
Trifluralin
Trimethylbenze,1,2,4-
Trimethylbenze,1,3,5
Vydate

Xylene,m-

Xylene,o0-

Xylene,p-

C. Appendix C. The following is a listing of disinfection byproducts:
(1) Haloacids:
Bromoacetic acid
Dibromoacetic acid
Chloroacetic acid
Dichloroacetic acid
Trichloroacetic acid

(2) Aldehydes
Acetaldehyde
Formaldehyde

(3) Pentane Extractables
Bromochloroacetonitrile
Dibromoacetonitrile

Dichloroacetonitrile





Trichloroacetonitrile

Chloropicrin

Dichloropropanone,1,1-

Trichloropropanone,1,1,1-

(4) Cyanogen Chloride

Acts 1991, No. 623, 8§1.

§741. Rules and enforcement; criminal penalties

A. The department may adopt rules to implement the provisions of this Part. All rules
shall be adopted in accordance with the Administrative Procedure Act.

B. The department may deny, suspend, or revoke a permit when the department
determines that there has been a substantial failure to comply with the provisions of this
Part or to comply with the rules adopted under the provisions of this Part.

C. Whoever violates the provisions of this Part shall be fined not more than five hundred
dollars.

Acts 1991, No. 623, §1.
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E [Formerly paragraph 6:037] Covered gutters or drains
that can be easily cleaned and kept in efficient operating
condition shall be provided within the building for collecting
and conducting waste or wash water to a dump or drainage
pit, which shall be provided with a suitable screen or
separator for removing all coarse waste material from the
water.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1234 (June
2002).

§123. Temperature Control
[formerly paragraph 6:038]

A. Foods requiring temperature control shall be held
below 45 F or above 145E F, or in the case of frozen food,
shall be held at or below ZeroE F.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1234 (June
2002).

Chapter 3. Current Good
Manufacturing Practicesin
Manufacturing, Processing, Packing
or Holding Human Food

8301. General Provisions, Code of Federal Regulations
[formerly paragraph 6:039]

A. The Criteria in 21 CFR 110.10, 110.19, 110.20,
110.35, 110.37, 110.40, 110.80, and 110.93 (Code of Federal
Regulations) shall apply in determining whether the
facilities, methods, practices, and controls used in the
manufacturing, processing, packing or holding of food are in
conformance with or are operated or administered in
conformity with good manufacturing practices to assure that
food for human consumption is safe and has been prepared,
packed and held under sanitary conditions.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1234 (June
2002).

8303. Definitions
[formerly paragraph 6:040]

A. Unless otherwise specifically provided herein, the
following words and terms used in this Part of the Sanitary
Code and all other Parts which are adopted or may be
adopted, are defined for the purposes thereof asfollows.

AdequateCshall be explained in each case in which it is
used.

PlantCsee Part 1, §101 of this Part.
SanitizeCsee Part 1, §101 of this Part.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICALNOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1234 (June
2002).

8305. Requirements Affecting Employees; Personnel
[formerly paragraph 6:041]

A. The plant management shall take al reasonable
measures and precautions to assure the following:

B. [Formerly paragraph 6:042] Disease Control:
Employees shall meet the requirements of Part I, 8117 of
this Code.

C. [Formerly paragraph 6:043] Cleanliness: All persons,
while working in direct contact with food preparation, food
ingredients, or surfaces coming into contact therewith shall
comply with the following Paragraphs in this Section.

1. [Formerly paragraph 6:044] Wear clean outer
garments, maintain persona cleanliness, and conform to
hygienic practices (as defined in the following regulations)
while on duty, to the extent necessary to prevent
contamination of food products.

2. [Formerly paragraph 6:045] Thoroughly wash their
hands and the exposed portions of their arms with soap and
warm water before starting work, during work as often asis
necessary to keep them clean, and after smoking, eating,
drinking, or using the toilet. Employees shall keep their
fingernails clean and trimmed.

3. [Formerly paragraph 6:046] Remove all insecure
jewelry and, during periods where food is manipulated by
hand, remove from hands any jewelry that cannot be
adequately sanitized.

4. [Formerly paragraph 6:047] If gloves are used in
food handling, maintain them in an intact, clean and sanitary
condition. Smooth impermeable gloves can be used in such
operations as sandwich preparation or other indirect food
contact. Leather or cloth type gloves shall not be used in
direct food contact.

5. [Formerly paragraph 6:048] Wear hair nets,
headbands, caps, or other effective hair restraints.

6. [Formerly paragraph 6:049] No store clothing or
other personal belongings, eat food or drink beverages, or
use tobacco in any form in areas where food or food
ingredients are exposed or in areas used for washing
equipment or utensils.

7. [Formerly paragraph 6:050] Take any other
necessary precautions to prevent contamination of foods
with microorganisms or foreign substances including, but
not limited to, perspiration, hair, cosmetics, tobacco,
chemicals, and medications.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1234 (June
2002).
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8307. Education and Training
[formerly paragraph 6:051]

A. Personnel responsible for identifying sanitation
failures or food contamination should have a background of
education or experience, or a combination thereof, to
provide a level of competency necessary for production of
clean and safe food. Food handlers and supervisors should
receive appropriate training in proper food handling
techniques and food protection principles and should be
cognizant to the danger of poor personal hygiene and
insanitary practices.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.
HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1235 (June
2002).
8309. Supervision of Personnel
[formerly paragraph 6:052]

A. Responsibility for assuring compliance by all
personnel with al requirements of this Part shall be clearly
assigned to competent supervisory personnel.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.
HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1235 (June
2002).
§311. Plantsand Grounds
[formerly paragraph 6:053]

A. The grounds about a food plant under the control of
the operator shall be free from conditions which may result
in the contamination of food including, but not limited to,
the following Paragraphs in this Section.

1. [Formerly paragraph 6:054] Improperly stored
equipment, litter, waste, refuse, and uncut weeds or grass
within the immediate vicinity of the plant buildings or
structures that may constitute an attractant, breeding place,
or harborage for rodents, insects, and other pests. For
example, unused equipment shall not be stored in the yard;
grass shall not be allowed to grow over six inchesin height;
garbage, refuse, litter, waste, etc. cannot be stored in
uncovered containers or in bags.

2. [Formerly paragraph 6:055] Excessively dusty
roads, yards, or parking lots that may constitute a source of
contamination in areas where food is exposed.

3. [Formerly paragraph 6:056] Inadequately drained
areas that may contribute contamination to food products
through seepage or foot-borne filth and by providing a
breeding place for insects or microorganisms.

a. If the plant grounds are bordered by grounds not
under the operator's control of the kind described in
§311.A.1 through 3 of this Chapter, care must be exercised
in the plant by inspection, extermination, or other means to
effect exclusion of pests, dirt, and other filth that may be a
source of food contamination.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seg.

Louisiana Administrative Code June 2002

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1235 (June
2002).

§313. Plant Construction and Design
[formerly paragraph 6:057]

A. Plant buildings and structures shall be suitable in size,
construction, and design to facilitate maintenance and
sanitary operations for food-processing purposes. The plant
and facilities shall comply with the following paragraphs.

1. [Formerly paragraph 6:058] Provide sufficient
space for such placement of equipment and storage of
materials as is necessary for sanitary operations and
production of safe food. Floors, walls, and ceilings in the
plant shall be of such construction as to be readily cleanable
and shall be kept clean and in good repair. Fixtures, ducts,
and pipes that drip or produce condensate may contaminate
foods, raw materials or food-contact surfaces, and shall not
be suspended over working areas. Aisles or working spaces
between equipment and walls shall be unobstructed and of
sufficient width to permit employees to perform their duties
without contamination of food or food contact surfaces with
clothing or personal contact.

2. [Formerly paragraph 6:059] Provide separation by
partition, location, or other effective means for those
operations which may cause contamination of food products
with undesirable microorganisms, chemicals, filth or other
extraneous material.

3. [Formerly paragraph 6:060] Provide at least 40-foot
candles of lighting to hand washing areas, dressing and
locker rooms, and toilet rooms and to all areas where food or
food ingredients are examined, processed, or stored and
where equipment and utensils are cleaned. Light bulbs,
fixtures, skylights, or other glass sispended over exposed
food in any step of preparation shall be of the safety type or
otherwise protected to prevent food contamination in case of
breakage.

4. [Formerly paragraph 6:061] Provide adequate
ventilation or control equipment to minimize odors and
noxious fumes or vapors (including steam) in areas where
they may contaminate food. Such ventilation or control
equipment shall not create conditions that may contribute to
food contamination by airborne contaminants.

5. [Formerly paragraph 6:062] Provide, where
necessary, effective screening or other protection against
birds, animals, and vermin (including, but not limited to,
insects and rodents).

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 & seqg.
HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1235 (June
2002).
8315. Sanitary Facilitiesand Controls
[formerly paragraph 6:063]

A. Each plant shall be equipped with adequate sanitary
facilities and accommodations including, but not limited to,
the following Paragraphsin this Section:
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1. [Formerly paragraph 6:064] Water Supply. The
water supply shall be sufficient for the operations intended
and shall be derived from a potable source. Any water that
contacts foods or food contact surfaces shall be safe and of
sanitary quality. Running water at a suitable temperature and
under pressure as needed shall be provided in all areas where
the processing of food, the cleaning of equipment, utensils,
or containers, or employee sanitary facilities require.

2. [Formerly paragraph 6:065] Sewage Disposal.
Sewage disposal shall be made into a sewerage system or by
other means approved by the state health officer.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seg.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1235 (June
2002).
8317. Plumbing

[formerly paragraph 6:066]

A. Plumbing shall be of size and design and installed and
maintained according to Part XIV of this Code.

B. [Formerly paragraph 6:067] Plumbing shall also meet
the following requirements:

1. [Formerly paragraph 6:067-1] carry sufficient
quantities of water to required locations throughout the
plant;

2. [Formerly paragraph 6:067-2] properly convey
sewage and liquid disposable water from the plant;

3. [Formerly paragraph 6:067-3] not constitute a
source of contamination to foods, food products or
ingredients, water supplies, equipment, or utensils or create
an insanitary condition;

4. [Formerly paragraph 6:067-4] provide adequate
floor drainage in all areas where floors are subject to
flooding-type cleaning or where normal operations release
discharge water or other liquid waste on the floor.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1236 (June
2002).
8319. Toilet Facilities

[formerly paragraph 6:068]

A. Each plant shall provide its employees with toilet and
associated hand washing facilities within the plant according
to requirements of Part X1V, Table 14:098, of this Code and
each toilet shall be furnished with toilet tissue. The facilities
shall be maintained in a sanitary condition and kept in good
repair at all times. Doors to toilet rooms shall be self-closing
and shall not open directly into areas where food is exposed
to airborne contamination except where aternate means
have been taken to prevent such contamination (such as
double doors, positive air flow systems, etc.). Signs shall be
posted directing employees to wash their hands with
cleaning soap or detergents after using the toilet.
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AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitds, Office of Public Health, LR 28:1236 (June
2002).

§321. Hand Washing Facilities

[formerly paragraph 6:069]

A. Facilities for hand washing and, where appropriate,
sanitizing solution shall be provided at each location in the
plant where good sanitary practices require employees to
wash or sanitize and dry their hands, and at least in areas
where foods are handled. Numbers of lavatories shall be
provided as required in Section 407 of the LSPC. Such
facilities shall be furnished with running water at a suitable
temperature for hand washing, effective hand cleaning and
sanitizing preparations, sanitary towel service or suitable
drying devices, and, where appropriate, easily cleanable
waste receptacles.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1236 (June
2002).

8323. Rubbish and Offal Disposal

[formerly paragraph 6:070]

A. Rubbish and any offal shall be so conveyed, stored,
and disposed of as to minimize the development of odor,
prevent waste from becoming an attractant and harborage or
breeding place for vermin, and pevent contamination of
food, food contact surfaces, ground surfaces, and water
supplies.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1236 (June
2002).

8325. Sanitary OperationsC General Maintenance

[formerly paragraph 6:071]

A. All buildings, fixtures, and other physical facilities of
the plant shall be kept in good repair and shall be maintained
in asanitary condition.

B. [Formerly a part of paragraph 6:071] Cleaning
operations shall be conducted in such a manner as to
minimize the danger of contamination of food and food-
contact surfaces .(For example, floors shall be sprinkled to
hold down dust prior to sweeping operations.)

C. [Formerly a part of Paragraph 6:071] Detergents,
sanitizers, and other supplies employed in cleaning and
sanitizing procedures shall be free of significant
microbiological contamination and shall be safe and
effective for their intended uses. Only such toxic materials as
are required to maintain sanitary conditions, for use in
laboratory testing procedures, for plant and equipment
maintenance and operation, or in manufacturing or
processing operations shall be used or stored in the plant.
These materials shall be identified and used only in such
manner and under conditions as will be safe for their
intended uses.
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AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seqg.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1236 (June
2002).

8327. Animal, Vermin and Pest Control
[formerly paragraph 6:072]

A. No animals or birds, other than those essential as raw
material, shall be alowed in any area of a food plant.
M easures shall be taken to exclude pests from the processing
areas and to protect against the contamination of foodsin or
on the premises by animals, birds, and vermin (including,
but not limited to, rodents and insects). The use of
insecticides or rodenticides is permitted only under such
precautions and restrictions as will prevent the
contamination of food or packaging materials with illegal
residues. Insecticides and rodenticides shall be used and
applied according to label directions on each container as
required by the United States Environmental Protection
Agency or its successor.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seg.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1237 (June
2002).

§329. Sanitation of Equipment and Utensils
[formerly paragraph 6:073]

A. All utensils and food contact surfaces of equipment
shall be cleaned as frequently as necessary to prevent
contamination of food and food products. Non-food contact
surfaces of equipment used in the operation of food plants
shall be cleaned as frequently as necessary to minimize
accumulation of dust, dirt, food particles, and other debris.
Single-service articles (such as utensils intended for one-
time use, paper cups, paper towels, etc.) shall be stored in
appropriate containers and handled, dispensed, used and
disposed of in a manner that prevents contamination of food
or food contact surfaces. Where necessary to prevent the
introduction of undesirable microbiological organisms into
food products, all utensils and product contact surfaces of
equipment used in the plant shall be cleaned and sanitized
prior to such use and following any interruption during
which such utensils and contact surfaces may have become
contaminated.

B. [Formerly a part of paragraph 6:073] Where such
equipment and utensils are used in continuous production
operation, the contact surfaces of such equipment and
utensils shall be cleaned and sanitized on a predetermined
schedule using effective methods for cleaning and sanitizing.
Sanitizing agents shall be effective and safe under conditions
of use. Any facility, procedure, machine, or device may be
acceptable for cleaning and sanitizing equipment utensils if
it is established that such facility, procedure, machine, or
device will routinely render equipment and utensils clean
and provide adequate sanitizing treatment.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seg.
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HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1237 (June
2002).

§331. Storage and Handling of
Equipment and Utensils
[formerly paragraph 6:074]

A. Storage and handling of deaned portable equipment
and utensils with product contact surfaces should be stored
in such a location and manner that product contact surfaces
are protected from splash, dust, and other contamination.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1237 (June
2002).

8333. Equipment and ProceduresC General
[formerly paragraph 6:075]

A. All plant equipment and utensils shall be:
1. suitablefor their intended use;

2. so designed and of such material and workmanship
asto be easily cleanable; and

3. properly maintained.

B. The design, construction, and use of such equipment
and utensils shall preclude the adulteration of food with
lubricants, fuel, metal fragments, contaminated water, or any
other contaminants. All equipment shall be so installed and
maintained as to facilitate the cleaning of the equipment and
of all adjacent spaces.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1237 (June
2002).

§335. Use of Polychlorinated Biphenyls
(PCB) in Food Plants
[formerly paragraph 6:076]

A. Polychlorinated biphenyls (PCB's) represent a class of
toxic industrial chemicals nanufactured and sold under a
variety of trade names, including: Aroclor (United States);
Phenoclor (France); Colohen (Germany); and Kanaclor
(Japan). PCB's are highly stable, heat resistant, and
nonflammable chemicals. Industrial uses of PCB's include,
or did include in the past, their use as electrical transformer
and capacitor fluids, heat transfer fluids, hydraulic fluids,
and plasticizers, and in formulations of lubricants, coatings,
and inks. Their unique physical and chemical properties, and
widespread, uncontrolled industrial applications, have
caused PCB's to be a persistent and ubiquitous contaminant
in the environment which may cause the contamination of
certain foods. In addition, incidents have occurred in which
PCB's have directly contaminated animal feeds as a result of
industrial accidents (leakage or spillage of PCB's fluids from
plant equipment). These accidents in turn cause the
contamination of food intended for human consumption
(meat, milk, and eggs).
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B. Since PCB's are toxic chemicas, the PCB
contamination of food as a result of these accidents
represents a hazard to human health. It is therefore necessary
to place certain restrictions on the industrial uses of PCB'sin
the production, handling, and storage of food.

1. [Formerly a part of paragraph 6:076] New
equipment, utensils, and machinery for handling or
processing food in or around a food plant shall not contain
PCB's so as to preclude accidental PCB contamination of
food.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(8). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1237 (June
2002).

§337. Management and Abatement of
PCB Within Food Plants

[formerly paragraph 6:077]

A. The management of food plants shall meet the
following requirements:

1. [Formerly paragraph 6:077-1] have the heat
exchange fluid used in existing equipment or machinery for
handling of processing food sampled and tested to determine
whether it contains PCB's, or verify the absence of PCB'sin
such formulations by other appropriate means. Any such
fluid formulated with PCB's shall be replaced with a heat
exchange fluid that does not contain PCB's;

2. [Formerly paragraph 6:077-2] eliminate from the
food plant any PCB contact surfaces of equipment or
utensils and any PCB containing lubricants for equipment or
machinery that is used for handling or processing foods;

3. [Formerly paragraph 6:077-3] eliminate from the
food plant any other PCB containing materials wherever
such materials could cause food to become contaminated
with PCB's either as a result of use of or as a result of
accident, breakage, or other mishap.

AUTHORITY NOTE: Promulgated in accordance with the
provisionsof R.S. 40:4 (A) (1) (a). Also see R.S. 40:601 et seqg.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1238 (June
2002).

8339. Toxicity of PCB Replacement Fluids

[formerly paragraph 6:078]

A. The toxicity and other characteristics of fluids
selected as PCB replacements shal be adequately
determined so that the least potentialy hazardous
replacement is used. In making this determination with
respect to a given fluid, consideration should be given to: (a)
its toxicity; (b) the maximum quantity that could be spilled
onto a given quantity of food before it would be noticed,
taking into account its color and odor; (c) possible signaling
devices in the equipment to indicate a loss of fluid, etc; and
(d) its environmental stability and tendency to survive and
be concentrated through the food chain. The judgment as to
whether a replacement fluid is sufficiently nonhazardous is
to be made on an individual installation and operation basis.
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1. [Formerly paragraph 6:079] For the purposes of this
Section, the provisions do not apply to electrica
transformers and condensers containing PCB's in sealed
containers.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1238 (June
2002).

Chapter 5. Bakeriesand
Manufacturing Confectioneries

Definitions
[formerly paragraph 6:080]

§501.

A. Unless otherwise specifically provided herein, the
following words and terms used in this Part of the Sanitary
Code and all other Parts which are adopted or may be
adopted, are defined for the purposes thereof asfollows:

BakeryCsee Chapter 1, 8101 of this Part of this Code.

Manufacturing ConfectioneryCsee Chapter 1, 8101 of
this Part of this Code.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1238 (June
2002).
§503. Required Permits

[formerly paragraph 6:081]

A. Bakeries and manufacturing confectioneries shall
have a permit from the state health officer, in accordance
with the provisions of Chapter 1, §103 of this Part of this
Code.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1238 (June
2002).

8505. Building Construction Requirements

[formerly paragraph 6:082]

A. Any building used or maintained as a bakery or
manufacturing confectionery shall comply with the
following requirementsin this Section.

1. [Formerly paragraph 6:083] Adequate plans and
specifications for new establishments shall be submitted to
the state health officer for approval before construction.
Plans for establishments to sell only at retail shal be
submitted to the local health unit.

2. [Formerly paragraph 6:083-1] Floors shall be
constructed with concrete, tile, glazed brick or other
impervious materials sloped to drain quickly and effectively
so that they may be easily cleaned. All drains shall be
trapped.

3. [Formerly paragraph 6:083-2] Walls and ceilings
shall be smooth, tight, impervious and light colored and shall
be kept clean.
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STATE OF LOUISIANA
DEPARTMENT OF HEALTH AND HOSPITALS

Department of
HEALTH and

HOSPITALS
Kathleen Babineaux Blanco Frederick P. Cerise, M.D., M.P.H.
GOVERNOR SECRETARY

October 12, 2006

Dear Bottled Water Manufacturer:

In accordance with §736 of the Bottled Water Quality Act of 1991, the State of Louisiana is
mandating that copies of routine laboratory analyses of water samples be sent to the Food and
Drug Unit for review and record-keeping purposes. Therefore, the Quality Assurance Director at
your plant or his/her designee will be required to forward copies of the following documentation,
effective upon receipt of this notice:

> A quarterly summary of the weekly microbiological analysis results, submitted to
this office no later than the 10™ day of the following quarter (e.g., April 10™ for
Ql)

> Annual reports of product water analysis results for the chemical, physical, and

radiological analytes noted in LSA R.S. 40: 733, submitted to this office no later
than the 10™ day following receipt from the testing facility of these results

> A notice of any corrective actions to be taken (and follow-up reports) if any of the
analytes in the above analyses exceed the MCL (maximum contaminant level)
values given in LSA R.S. 40: 740

> Source water monitoring analysis reports at a frequency prescribed by LSA R.S.
40: 735

Please submit these documents directly to my attention at the following address:

DHH/OPH

Food and Drug Unit, Box #14
P.O. Box 4489

Baton Rouge, LA 70821-4489

Alternatively, you may fax these reports to my attention at (225) 342-7672.

As always, your cooperation in this matter is greatly appreciated. If you have any questions or
concerns, please don’t hesitate to contact me at (225) 342-7514 [edit: correct phone number,
1/11/08].

Sincerely,

Brian R. Warren, R.S.
Sanitarian Manager, Bottled Water Program

FOOD AND DRUG e SANITARIAN SERVICES e OFFICE OF PUBLIC HEALTH
628 N. 4" ST ¢ BATON ROUGE, LOUISIANA 70802
PHONE #: 225/342-7517 o FAX #: 225/342-7672
“AN EQUAL OPPORTUNITY EMPLOYER”






Title51
PUBLIC HEALTH-SANITARY CODE

Part VI. Manufacturing, Processing, Packing and Holding
of Food, Drugs and Cosmetics

Chapter 1.General Regulations,
Definitions, Permits, Registration,
Machinery, Equipment and
Utensils, Premisesand Buildings,
Temperature Control

8101. Definitions

[formerly paragraph 6:001]

A. Unless otherwise specifically provided herein, the
following words and terms used in this Chapter of the
Sanitary Code, and all other Chapters which are alopted or
may be adopted, are defined for the purposes thereof as
follows.

Adulterated Foods, Filth, and ContaminationCare
defined in R.S. 40:607.

AdvertisementCincludes all representations of fact or
opinion disseminated to the public in any manner or by any
means other than by the labeling.

BakeryCany establishment operating to manufacture
any bread or bread products, pies, cakes, cookies, crackers,
doughnuts, or other similar products.

CosmeticCincludes all substances and preparations
intended for cleansing, atering the appearance of, or
promoting the attractiveness of a person. The term includes
soaps only when medicinal or curative qualities are claimed
by the use thereof.

DeviceCincludes all substances and preparations
intended for use in diagnosis, treatment or prevention of
disease in man or beast, or intended to affect the structure of
any function of the body.

DrugCincludes all substances and preparations
recognized in the official compendium, as herein defined. It
includes al substances and preparations intended for use in
the diagnosis , treatment or prevention of disease in man or
beast, and all substances and preparations, other than food
and cosmetics, intended to affect the structure or any
function of the body.

FactoryCany establishment operating to manufacture,
process, can, bottle, pack, or hold any food, drug or cosmetic
unless covered by other specific provisions of this State
Sanitary Code.

FoodCincludes all substances and preparations used for,
or entering into the composition of food, drink,
confectionery, chewing gum, condiment, for consumption by
humans or other animals and includes water and alcoholic
beverages.
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LabelCthe principal display or displays of written,
printed or graphic matter upon any food, drug device, or
cosmetic, or the immediate container, thereof, or upon the
outside container or wrapper, if any, of the retail package of
any food, drug, device or cosmetic.

LabelingCincludes all 1abels and other written, printed
and graphic matter in any form whatsoever, accompanying
any food, drug, device or cosmetic.

Manufacturing  ConfectionaryCany  establishment
operating to manufacture any candy, either plain, chocolate
or chocolate coated, mixed with nuts, fruits, or other fillers,
covered with chocolate or other coatings and shaped, molded
or formed in various shapes.

Medical OpinionCthe opinion, within their respective
fields, of the practitioners of any branch of the medical
profession, the practice of which is licensed by law in this
State.

OffalCwaste parts, especially of a hutchered animal,
including but not limited to bones, cartilage, fatty tissue and
gristle.

Patent or Proprietary MedicineCtrademarks, registered
or unregistered, consisting of word or words, device,
symbol, brand or logo which serves to designate the source
or origin of the drug or drug product.

PlantCthe building or buildings or plants thereof, used
for or in connection with the manufacturing, processing,
packaging, labeling, or holding of food products.

SanitizeCadequate treatment of surfaces by a process
that will destroy vegetative cells of pathogenic bacteria and
will  substantially reduce other microorganisms. Such
treatment shall not adversely affect products and shall be
safe and non-toxic.

Scientific OpinionCthe opinion, within their respective
fields, of competent pharmacologists, physiologists or
toxicologists. [R.S. 40:602 (12)]

AUTHORITY NOTE: The first source of authority for
promulgation of the Sanitary Code isin R.S. 36:258(B), with more
particular provisions found in Chapters 1 and 4 of Title 40 of the
Louisiana Revised Statutes. This Part is promulgated in accordance
with the provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1230 (June
2002).
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8103. Permits

[formerly paragraph 6:002]

A. No person shall manufacture, process, pack, or hold
food within the State of Louisiana without a valid permit to
operate, issued by the state health officer.

B. [Formerly paragraph 6:003] A permit shall be issued
upon receipt of an application which shall be made on a
form provided for that purpose by the state health officer;
provided that no permit shall be issued until an inspection
has been made of the factory and it has been found to be
operating in compliance with the provisions of these
regulations. The permit fee for a person operating as soft
drink manufacturers shall be assessed a permit fee
established by R.S. 40:713.

C. [Formerly paragraph 6:004] Any permit to operate,
issued by the state health officer, may be suspended or
revoked if the establishment is found to be operating
contrary to these regulations. The operation of such an
establishment without a valid permit, or the continued
operation after a permit has been revoked or suspended,
shall constitute a violation of this Code. Each day of
noncompliance constitutes a separate violation.

D. [Formerly paragraph 6:005] Permits to operate shall
expire 12 months from the date of issue but may be renewed
without inspection (if previous inspection within six months
has shown them to be in compliance), on or before the
expiration date; provided that any establishment shall be
subject to inspection by the state health officer at any
reasonabl e time during working hours.

E [Formerly paragraph 6:006] Permits shall be issued
only to the person or persons responsible for the operations
of the factory and shall not be transferable.

F.  [Formerly paragraph 6:007] No permit shall be issued
to any individual to process in any way any filthy or
contaminated food product to remove evidence of filth or
contamination from the food in an attempt to recondition
such material for human consumption; except where the
process has been approved by the state health officer.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seg.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1231 (June
2002).

8105. Registration of Foods, Drugs, Cosmetics
and Prophylactic Devices

[formerly paragraph 6:008-1]

A. Registration provisions: In accordance with the
provisions of R.S. 40:627, all processed foods, proprietary or
patent medicines, prophylactic devices and cosmetics, in
package form, must be registered annualy with the
Louisiana Food and Drug Control Unit of the
OHSEQ/DHHR. Application for registration may be
accomplished by using the appropriate form supplied by the
Food and Drug Control Unit.
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B. [Formerly paragraph 6:008-2] Application for
Registration, Firm Name: Application for registration shall
be made in the name of the firm appearing on the labels.

C. [Formerly paragraph 6:008-3] Safety and Efficacy:
Products containing new ingredients cannot be registered
unless the application for registration includes sufficient
evidence to prove that they have been properly tested and
found to be safe and effective for use.

D. [Formerly paragraph 6:008-4] Seizure: Foods, drugs,
prophylactic devices and cosmetics not meeting the
provisions of R.S. 40:601 shall be seized.

E [Formerly paragraph 6:008-5] Penalty: All firms shall
apply for annual registration of their products. These
certificates of registration expire 12 months from the date of
issuance. Any applications received in the Food and Drug
Control Unit Office more than 45 days after expiration of the
previous certificate shall be assessed alate registration fee as
stipulated in R.S. 40:627(1).

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1232 (June
2002).

8§107. Prohibited Equipment; Exception

[formerly paragraph 6:009-1]

A. The presence in afactory of any article of equipment,
designed for processing filthy or contaminated foods in any
way, whereby evidence of filth or contamination can be
removed in whole or in part, is prohibited, except where
such equipment is to be used in preparing such filthy or
contaminated food for use in animal or stock feeds; or for
other uses whereby the filthy or contaminated food cannot
be diverted to use for human consumption; or where the
process has been approved by the state health officer.

B. [Formerly paragraph 6:009-2] When any such article
of equipment is found in any food handling establishment or
factory, except as provided above, it shall be prima facie
evidence of intent to violate the State Food, Drug and
Cosmetic Law (R.S. 40:601 et seqg.), and there shall be
affixed thereto, by the state health officer, a tag stating that
such article isin violation of these regulations and the owner
or operator of said equipment shall have t immediately
removed from the establishment.

C. [Formerly paragraph 6:009-3] No equipment so
tagged shall again be used in connection with any food for
human consumption, nor shall said tag be removed by any
one other than the state health officer and then only after the
article of equipment has been rendered unfit for further use,
as evidenced by its dismantling.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1232 (June
2002).
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8109. Lighting/Ventilation, Plans Submission,
Construction and Materials; Insect and
Rodent Control; Sanitary Facilities
[formerly paragraph 6:010]

A. All factory buildings shall be well lighted with not
less than 40-foot candles on all working surfaces, and
ventilated at least in accordance with §8401.1-404.1.5 of the
Louisiana State Plumbing Code (LSPC) as published
October 2000.

B. [Formerly part of paragraph 6:011] Plans for new
establishments shall be submitted to the state health officer
for review and approval before construction.

C. [Formerly part of paragraph 6:011] The
manufacturing, processing, canning, bottling, packing or
storage of any food intended for sale or distribution to the
general public is prohibited in private residences or in
buildings having direct openings to private residences.

D. [Formerly paragraph 6:012] All floors, walls, ceilings,
tables, and other fixtures shall be maintained in such a
condition that they may be readily made clean and sanitary.
This condition may be met by tables constructed entirely of
either stainless steel or aluminum, and walls and ceilings
constructed of marine plywood covered with a high solids
epoxy paint. Fixtures and equipment meeting National
Sanitation Foundation standards are also acceptable under
this provision. If not in such condition they shall be
promptly repaired and replaced. The floors of all rooms used
for manufacturing shall be watertight and where there is
necessity for drainage, shall have sufficient pitch to insure
drainage. Floors may be constructed of cement or tile laid
cement, or of any other materials impermeable to water.
Portable or loose floor gratings shall be provided around
blanchers, washers and other places where overflow is
unavoidable.

E [Formerly paragraph 6:013] Walls, ceilings and other
overhead coverings shall be tight and smooth; parts thereof
not finished in tile, glazed, or other similar material shall be
kept well painted with alight colored paint so that they may
be easily cleaned whenever they become soiled or dirty.

F. [Formerly paragraph 6:014] Windows, window ledges
or any other places where dirt and dust may accumulate shall
be kept clean.

G [Formerly paragraph 6:015] All fixtures, utensils or
other apparatus used in the manufacture, handling or storing
of foods shall be of material approved by the state health
officer asto be easily cleanable and shall be kept clean.

H. [Formerly paragraph 6:016] Factories shall be free of
flies, rats, mice and other vermin. All insecticides or
pesticides used in any room where foods are processed,
prepared, packed or stored shall be of atype accepted by the
state health officer. Insecticides shall be used and applied
according to label directions on each container as required
by the United States Environmental Protection Agency (or
its successor) and the Louisiana Department of Agriculture.

I. [Formerly paragraph 6:017] Every factory shall be
provided with toilet and hand washing facilities as required
by Section 407, entitled "Minimum Plumbing Fixtures®, of
the LSPC. Hand washing facilities shall be located
convenient to all restrooms and food processing areas.

J.  [Formerly paragraph 6:018] Every factory using brine
or syrup shall be equipped with a room known as a syrup or
brine room in which all syrups or brines shall be mixed or
compounded. Such syrup or brine room shall be separated
from the other rooms of the factory and shall be well lighted,
ventilated, and protected against insects and vermin.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et sa7.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1233 (June
2002).

§111. PremisesCDrainage, Litter and
Waste or Refuse, Weeds and Grass
[formerly paragraph 6:019]

A. All grounds on which factories, warehouses and other
buildings or structures used in connection with any food
manufacturing plant are located, shall be properly graded to
provide a natural drainage, thus preventing accumulation of
stagnant water and other material.

B. [Formerly paragraph 6:020] No litter, wastes or refuse
shall be alowed to accumulate in or around the building or
yards. Garbage and trash shall be removed from the
premises as often as necessary, but not less than twice
weekly so that it will not accumulate and provide a breeding
and harborage areafor rodents and insects.

C. [Formerly paragraph 6:021] Weeds and grass
surrounding and on plant grounds shall not exceed 6 inches
in height. Ornamental shrubbery shall be trimmed and
maintained so as not to foster harborage and breeding of
rodents, insects or other vermin. Dusts of premises shall not
exceed the following limits:

Fibrosis Producing and Nuisance Dusts

Particlesper Cubic
Diljzis Foot of Atmosphere
Silica (S102)(Product of particles per cubic foot 5,000,000to
times per cent free silica, expressed as adecimal, 100,000,000
not to exceed 5,000,000).
Compounds containing silicon (Si) such astalc, 50,000,000
emery, and Carborundum.
Nuisance Dusts 100,000,000

No asbestos dust is acceptable.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1233 (June
2002).
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8§113. Water SupplyC Ample Supply, Not
Cross-Connected, Drinking Fountains
[formerly paragraph 6:022]

A. An ample supply of potable water under pressure
shall be provided on the premises for drinking, cleansing,
washing or other purposes. Such water supply shall not be
cross connected to any other supply. Water supply lines
connected to plant equipment such as picking tables, bottle
or can washers, cookers, retorts, or other utensils shall have
the water lines properly installed or protected to prevent
contamination of the water supply through back-siphonage
or backflow.

B. [Formerly paragraph 6:023] Drinking fountains shall
be provided as required by Section 407, entitled "Minimum
Plumbing Fixtures', of the LSPC. Drinking fountains shall
meet the specifications as described in Table 409.2 of the
L SPC or obtain prior approval of the state health officer.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1233 (June
2002).

§115. Machinery, Equipment and Utensils
[formerly paragraph 6:024]

A. All machinery, equipment, and utensils shall be so
arranged as to be easily accessible for cleaning and shall be
kept clean.

B. [Formerly paragraph 6:025] An ample supply of
steam, water, sanitizing agent, hoses, or other equipment
necessary for proper cleaning of equipment shall be
available. Hose ends or nozzles shall not be alowed to lie or
rest on the floor but shall be hung or racked when not in use
so as to be protected at al times from contamination.
Faucets threaded for hoses shall be provided with vacuum
breakersto prevent back-siphonage.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seg.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1233 (June
2002).

§117. Containers
[formerly paragraph 6:026]

A. Containers to be filled with beverage shall be stored
in tight containers on shelving so as to prevent
contamination by dust, rodents, birds, insects or other
vermin.

B. [Formerly paragraph 6:027] Lofts or other storage
areas in which containers are stored shall be kept free from
accumulations of waste paper or other litter.

C. [Formerly paragraph 6:028] Only non-toxic
containers and closures shall be used. (Glass, high-density
polyethylene, and polypropylene containers are examples
which meet this requirement.) All containers and closures
shall be sasmpled and inspected to ascertain that they are free
from contamination. At least once each three months, a
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bacteriological swab and/or rinse count should be made from
at least four containers and closures selected just prior to
filling and sealing. No more than one of the four samples
may exceed more than one bacteria per milliliter of capacity
or one colony per square centimeter of surface area. All
samples shall be free of coliform organisms. Tests shall be
performed either by qualified plant personnel or a competent
commercial laboratory.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(8). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1233 (June
2002).

8119. Bottle Washers
[formerly paragraph 6:029]

A. Mechanical bottle washers shall be provided for
sterilization of multi-use containers. Bottle washers shall
sterilize containers as required by the State Second Hand
Containers Law (R.S. 40:681 et seq.), and the regulations
promulgated thereunder.

B. [Formerly paragraph 6:030] Can washers and feeder
lines shall be so arranged as to prevent the waste water from
dripping on employees or dripping back into the cleaned
cans or those filled with food products. Can washers with
overhead devices shall be located in areas that are not
designated employee work areas.

C. [Formerly paragraph 6:031] If secondhand bottles or
other containers are used, they shall be cleaned and sterilized
in compliance with R.S. 40:681.

D. [Formerly paragraph 6:032] Employee Health: The
requirements of Part |, 8117 and Part |1, 88501-503(C) shall
be met.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1233 (June
2002).

§121. By-Productsand Waste Material
[formerly paragraph 6:033]

A. By-products to be used for ensilage should be put in
silos, but if stacked in the open at the factory, a foundation
of concrete or other impervious material shall be provided to
prevent soil pollution.

B. [Formerly paragraph 6:034] Drainage must be
provided to take care of ensilage juices. Drains shall be of
size and construction as specified in Table 714.1, "Building
Drains and Sewers," of the LSPC.

C. [Formerly paragraph 6:035] Cribbing shall be
provided for all open stacks of refuse to ensure retention of
the material on the foundation.

D. [Formerly paragraph 6:036] All waste material such
as waste peas, trimmings from vegetables and other waste
products shall be separated from the waste or wash water
and conveyed to silo or stacked or removed from the
premises daily.
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E [Formerly paragraph 6:037] Covered gutters or drains
that can be easily cleaned and kept in efficient operating
condition shall be provided within the building for collecting
and conducting waste or wash water to a dump or drainage
pit, which shall be provided with a suitable screen or
separator for removing all coarse waste material from the
water.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1234 (June
2002).

§123. Temperature Control
[formerly paragraph 6:038]

A. Foods requiring temperature control shall be held
below 45 F or above 145E F, or in the case of frozen food,
shall be held at or below ZeroE F.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1234 (June
2002).

Chapter 3. Current Good
Manufacturing Practicesin
Manufacturing, Processing, Packing
or Holding Human Food

8301. General Provisions, Code of Federal Regulations
[formerly paragraph 6:039]

A. The Criteria in 21 CFR 110.10, 110.19, 110.20,
110.35, 110.37, 110.40, 110.80, and 110.93 (Code of Federal
Regulations) shall apply in determining whether the
facilities, methods, practices, and controls used in the
manufacturing, processing, packing or holding of food are in
conformance with or are operated or administered in
conformity with good manufacturing practices to assure that
food for human consumption is safe and has been prepared,
packed and held under sanitary conditions.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1234 (June
2002).

8303. Definitions
[formerly paragraph 6:040]

A. Unless otherwise specifically provided herein, the
following words and terms used in this Part of the Sanitary
Code and all other Parts which are adopted or may be
adopted, are defined for the purposes thereof asfollows.

AdequateCshall be explained in each case in which it is
used.

PlantCsee Part 1, §101 of this Part.
SanitizeCsee Part 1, §101 of this Part.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICALNOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1234 (June
2002).

8305. Requirements Affecting Employees; Personnel
[formerly paragraph 6:041]

A. The plant management shall take al reasonable
measures and precautions to assure the following:

B. [Formerly paragraph 6:042] Disease Control:
Employees shall meet the requirements of Part I, 8117 of
this Code.

C. [Formerly paragraph 6:043] Cleanliness: All persons,
while working in direct contact with food preparation, food
ingredients, or surfaces coming into contact therewith shall
comply with the following Paragraphs in this Section.

1. [Formerly paragraph 6:044] Wear clean outer
garments, maintain persona cleanliness, and conform to
hygienic practices (as defined in the following regulations)
while on duty, to the extent necessary to prevent
contamination of food products.

2. [Formerly paragraph 6:045] Thoroughly wash their
hands and the exposed portions of their arms with soap and
warm water before starting work, during work as often asis
necessary to keep them clean, and after smoking, eating,
drinking, or using the toilet. Employees shall keep their
fingernails clean and trimmed.

3. [Formerly paragraph 6:046] Remove all insecure
jewelry and, during periods where food is manipulated by
hand, remove from hands any jewelry that cannot be
adequately sanitized.

4. [Formerly paragraph 6:047] If gloves are used in
food handling, maintain them in an intact, clean and sanitary
condition. Smooth impermeable gloves can be used in such
operations as sandwich preparation or other indirect food
contact. Leather or cloth type gloves shall not be used in
direct food contact.

5. [Formerly paragraph 6:048] Wear hair nets,
headbands, caps, or other effective hair restraints.

6. [Formerly paragraph 6:049] No store clothing or
other personal belongings, eat food or drink beverages, or
use tobacco in any form in areas where food or food
ingredients are exposed or in areas used for washing
equipment or utensils.

7. [Formerly paragraph 6:050] Take any other
necessary precautions to prevent contamination of foods
with microorganisms or foreign substances including, but
not limited to, perspiration, hair, cosmetics, tobacco,
chemicals, and medications.

AUTHORITY NOTE: Promulgated in accordance with the
provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.

HISTORICAL NOTE: Promulgated by the Department of
Health and Hospitals, Office of Public Health, LR 28:1234 (June
2002).
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STATE OF LOUISIANA
DEPARTMENT OF HEALTH AND HOSPITALS
OFFICE OF PuBLIC HEALTH/FOOD AND DRUG UNIT

SECONDHAND CONTAINER PERMIT APPLICATION PACKET (Rev. 9/09)

Prospective Secondhand Container Permittee:

This packet has been prepared by the Food and Drug Unit for the use of those
individuals/companies who desire to engage in commerce or trafficking in “reused”
containers for beverages in the state of Louisiana. Louisiana has a specific set of criteria
that must be met in order for an individual/company to receive a License to use
secondhand containers. These will be explained in the following sections:

I. Secondhand Container Law
(Section 681 — 695 of Title 40 of the Revised Statutes of 1950)

I1. Second-hand Container Regulation
(49:7.0000 — 49: 7.0002 of the Food, Drug, and Cosmetic Regulations)

I11. List of Currently-Approved Methods/Chemicals for Sterilization of Secondhand
Containers

IV. Guidelines for the Approval of New Chemicals for Sterilization of Plastic
Secondhand Containers

V. FD-4 Application for a License to Use Secondhand Containers





Section I. LSA R.S. 40: 681—695. Secondhand Container Law

PART Ill. CONTAINERS
SUBPART A. GENERAL
8681. License required for use of containers

No person shall use or sell or transfer for use in the manufacturing, production,
preparation, compounding, blending, or packing for sale, distribution, or transfer of a
food, drug, or beverage any containers other than new containers unless he has been duly
licensed by the Department of Health and Hospitals, hereinafter referred to in this Part as
the "department".

Amended by Acts 1978, No. 786, 85, eff. July 17, 1978.
8682. Qualifications for license; sterilization process

The department shall issue the license required in R.S. 40:681 to any applicant upon
receipt of such evidence as it requires to show that the applicant is properly equipped and
maintains and uses the following method in cleansing and sterilizing the containers.

All containers shall be cleansed, sterilized, and freed from rust and contamination by
soaking them for a period of not less than five minutes in a hot caustic solution of not less
than one hundred twenty degrees Fahrenheit, which shall be indicated by a thermometer.
This solution shall contain not less than two and one-half percent of caustic soda
expressed in terms of sodium hydrates. The containers shall then be thoroughly rinsed in
pure water. The cleansing solution shall be changed frequently so as to prevent it from
becoming foul and unsanitary.

Amended by Acts 1978, No. 786, 85, eff. July 17, 1978.

§683. Duration of license

The license provided for in R.S. 40:681 extends for one year from the date of its issuance
unless sooner revoked as herein provided. It shall be renewed annually thereafter upon
the same terms and conditions as prescribed in R.S. 40:682. A license fee of five dollars
shall be collected from each licensee.

8684. Issuance of certificate by licensee; revocation of license for wrongful issuance
Each licensee shall issue a certificate with each shipment of containers to a purchaser or

transferee, stating that the licensee has cleansed, sterilized, and freed the containers from
rust and contamination as provided in R.S. 40:682. If any licensee issues this certificate
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without having complied with the requirements of this Part, his license shall, after a
hearing before the department, be revoked by the department.

Amended by Acts 1978, No. 786, 85, eff. July 17, 1978.
8685. Sterilization certificate as license for use of containers

If the purchaser or transferee of containers covered by this Part shows a certificate of
sterilization signed by a duly qualified licensee, he is duly licensed under the provisions
of this Part. No purchaser or transferee shall use any containers covered by this Part
without a certificate, except as hereafter provided.

8686. Sale or transfer to licensee to cleanse or sterilize

Nothing contained in this Part prohibits the sale or transfer for use of containers covered
hereby which have not been so cleansed and sterilized to a purchaser or transferee who is
duly licensed under the provisions of this Part to cleanse, sterilize, and free the containers
from rust and contamination.

8687. Re-use of closures

No person shall use more than once closures of any character in the packing for sale or
transfer of a food, drug, or beverage. The term "closure” includes any crown, screw cap,
vacuum cap, cork, or any other article used to cap or seal any container of any food, drug,
or beverage.

8688. Rules and regulations

The secretary of the department may prescribe such rules and regulations as may be
necessary to carry into effect and enforce the provisions of this Part.

Amended by Acts 1978, No. 786, 85, eff. July 17, 1978.

§689. Penalty

Whoever violates any provision of this Part shall be fined not less than twenty-five
dollars nor more than five hundred dollars. Each day that conditions or actions in
violation of this Part continue constitutes a separate and distinct offense.

8690. Metal beverage containers

A. No person shall sell or offer for sale at retail in this state any metal beverage container
so designed and constructed that a metal part of the container is detachable in opening the

container. The provisions of this Section do not prohibit the sale of or the offer for sale
of the following:
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(1) A beverage container sealed with a laminated tape seal, even if the seal contains
aluminum foil, if the seal is not rigid.

(2) Frozen beverage concentrate in all metal containers with detachable metal pull tabs,
customarily and primarily purchased for dilution and for use within the home or for
similar purposes.

(3) Metal beverage containers with pull tabs for milk-based products, soy-based
products, or similar products which require sterilization and pressure in the canning
process.

B. As used in this Section:

(1) "Beverage container” shall include but not be limited to any sealed can containing
beer, cereal malt beverage, mineral water, and soda water and similar soft drinks in liquid
form and intended for human consumption.

(2) "Soft drink™ shall include but not be limited to all beverages, whether carbonated or
not, such as soda water, ginger ale, 7-Up, Hi-C, Coca-Cola, iced tea, lemonade, Pepsi
Cola, Hawaiian Punch, Dr. Pepper, milk drinks when any flavoring or syrup is added,
cider, cordial, carbonated water, mineral water, or any and all preparations commonly
referred to as soft drinks of whatsoever kind, including any and all beverages referred to
as soft drinks which are manufactured without the use of any syrup.

C. The penalties in R.S. 40:689 shall apply to violations of this Section.
Acts 1990, No. 282, 81; eff. July 5, 1990.
SUBPART B. TAMPERING

8695. Tampering with consumer products; false reports of violations; prohibition;
penalties

A. Tampering with consumer products is the tampering with or attempt to tamper with
any food, drug, device, or cosmetic, or the tampering with or attempt to tamper with the
label or container of any such item, with the intent to cause bodily injury or death to any
person. For purpose of this Subpart, the terms food, drug, device, cosmetic, or label shall
have the same meanings as provided in R.S. 40:602, except that they shall include only
such items produced or distributed for human consumption or use.

B. Any person who commits the crime of tampering with consumer products shall:

(1) When no bodily injury or death results, be fined not more than five thousand dollars,
imprisoned for not more than five years, or both.
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(2) When the bodily injury of any person results, be fined not more than ten thousand
dollars, imprisoned for not more than ten years, with or without hard labor, or both.

(3) When the death of any person results, be imprisoned for life at hard labor without
benefit of parole, probation, or suspension of sentence.

C.(1) False reporting of tampering with consumer products is the willful and malicious
imparting or conveying of false information, knowing such information to be false,
concerning conduct or attempted conduct which, if such conduct occurred, would
constitute a violation of R.S. 40:695(A).

(2) Whoever commits the crime of false reporting of tampering with consumer products
shall be fined not more than five thousand dollars, imprisoned for not more than five
years, or both.

Added by Acts 1983, No. 721, §1.

Section I1. Second-hand Containers Regulation

49:7.0000 Authority

These regulations are adopted under the authority of the State Second-Hand Containers
Law LSA R.S. 40: 681 et seq.

49:7.0001 Sterilization process

a) All “reusable” glass containers shall be cleansed, sterilized and freed from rust and
contamination of any kind by the process that is described in detail in LSA R.S. 40: 682.

b) Any person or firm wishing to reuse plastic containers in the manufacturing,
production, preparation, compounding, blending, or packing for sale, distribution or
transfer of a food, drug or beverage must develop a suitable sterilization process and have
it approved by the Secretary of the Department of Health and Hospitals (State Health
Officer) or his designee. From time to time, the Secretary of Health and Hospitals shall
declare approval of such sterilization processes as having been proved efffective for
cleansing, sterilizing and removing rust from such plastic containers.

49:7.0002 Prohibited activities

1) The using of reusable plastic containers as a vehicle to handle or store gasoline,
kerosene, pesticides, or other toxic organic chemicals.
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2) The attempted sterilization for reusable plastic containers by a process not approved by
the Secretary of Health and Hospitals.

Section I11. List of Currently-Approved Methods/Chemicals for Sterilization of
Secondhand Containers

The following chemicals have been approved for sanitizing reusable containers:

Name Approved for Name Approved for
All Caustic Solution glass or plastic Henkel PBS-LF plastic
Dubois Caustic lass or plastic LS Solutions Bottle lastic
Cleaner PH-100-LT g P Bright P
Bright Jug Caustic glass or plastic Intex-8205 plastic

. Dubois Alkaline .

ICP Cleaner 80 FPM plastic Cleaner EPC-21-ET plastic
Turco Poly-Botl-Glo plastic Oaklin Liqualin™ plastic
Bartlett Dolphin Principal"/Oxonia
Compound 2+2 glass or plastic Active Plastic
Caustic Cleaner

The following are the approved methods for sterilization of containers using one of the
above chemical agents:

For glass containers: Soak for a period of not less than five minutes in hot caustic
solution of not less than 120° F. This solution must not contain less than 2.5% caustic
soda expressed in terms of sodium hydrates. Then, the containers must be thoroughly
rinsed in pure water. These solutions must be changed as frequently as necessary to
prevent decrease in efficacy of cleaning and sterilization processes.

For plastic containers: Either of the following methods is acceptable:

1) Use of a hot caustic soda solution as described above; or

2) Use of an approved alkaline detergent cleaner containing a minimum of 0.35% active
alkalinity at a minimum temperature of 130° F for not less than three minutes with soaker
jets or not less than one minute where high-velocity jets are used. Then, an intermediate
rinse of at least one minute with a 25 ppm chlorine or 10 ppm iodine solution must be
applied to the container. Then, a final rinse with pure water must be used to remove any
chlorine or iodine residue.
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Section V. Guidelines for the Approval of New Chemicals for Sterilization of Plastic
Secondhand Containers

The following steps must be taken to obtain approval for a new chemical and/or process
for use in cleaning/sterilizing plastic containers for reuse. Note that all test results,
technical specifications and MSDS sheets must be submitted to the Program Manager
with oversight responsibilities for secondhand container enforcement after completion.

1) A product sample with complete labelling information must be submitted to this office
prior to or simultaneously with the submission of test results.

2) Sample analysis must be performed by a state laboratory or a laboratory with NELAP
accreditation in the areas of chemical and bacteriological analysis at the expense of the
firm requesting chemical approval. Dates of testing and sampling will be coordinated
with the laboratory officials prior to testing.

3) Testing must consist of the following steps:

a. Expose all interior surfaces of the containers to a solution of the detergent
cleaner at the strength and temperature recommended by the product
manufacturer. The containers must be subjected to washing for not less than one
minute where high-velocity jets are used or not less than three minutes where
soaker-type washers are used. Following the wash, the containers must be
subjected to a sterilizing rinse of not less than 25 ppm free chlorine solution or 10
ppm iodine solution for a period of not less than one minute.

b. A final rinse of the container interior using product water shall be used to
remove any residual cleaner or sterilizing agent.

4) The laboratory will analyze the following samples:

a. at least one sample of the chlorine or iodine solution used for identity

b. at least one sample of the detergent solution to verify pH

c. at least five uncleaned, unsterilized containers for the presence of bacteria
d. at least five cleaned and sterilized containers for the presence of bacteria

Sample testing must indicate that the product, when used in accordance with the
guidelines in 3a and 3b, above, will render the container’s interior surfaces clean and
sterilized. Bacteriological testing must indicate post-cleaning absence of any coliform
bacteria. The Program Manager will document approval or disapproval of the chemical
by means of a letter to the product manufacturer and the firm requesting approval of the
chemical for cleaning/sterilizing reusable containers.
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HOSPITALS

FD-4 APPLICATION FOR
LICENSE TO USE

SECONDHAND CONTAINERS
(Rev. 10/07)

Application is hereby made for a license to sell or otherwise distribute secondhand bottles, jars, or other
containers used for food, drug, or beverage products, in accordance with the provisions of 8681-695 of Title 40
of the Revised Statutes of 1950. The undersigned agrees to comply with the Secondhand Container Law, as
well as the regulations promulgated thereunder (49:7.0000 — 49: 7.0002 of the Food, Drug, and Cosmetic
Regulations). It is further agreed that agents of the State Health Officer will have access to the premises where
containers are cleaned and sterilized for reuse during any reasonable hours, per R.S. 40: 631. The application
fee of $5.00, in the form of a check or money order payable to DHH, is attached to this document.

Company Name

Physical Address City State Zip

Mailing Address City State Zip

Equipment used for rinsing/sterilization process

Date of application Signature of applicant

(This application is invalid unless signed by a proprietor, corporate officer, or agent for service of process of the
company named above.)

FOR OFFICE USE ONLY

Sheet Number Sheet Date Check Number Check Date

License Number License Date







Testing Requirements for Bottled Water — Source and Product

This document represents a careful reading of the relevant state and federal statutory
requirements for testing of source and product water by bottled-water manufacturers. The
testing delineated below represents the minimum legal standard that all bottlers either
distributing water from or into the state of Louisiana must follow. Results from in-state
manufacturers must be submitted to the Bottled Water Program Manager of the Food and
Drug Unit on the schedule outlined in the Notice to Bottled Water Manufacturers dated

October 12, 2006. Questions regarding this information may be directed to the FDU
Bottled Water Program Manager at (225) 342-7517.

Microbiological

Analyte

DHH Frequency

Source
- Water

1 ¥ 735(B)

Primary Source Product
Inorganics
CFR 165.110 Antimony 1/year” 1/year 0.006 735(C)
. | 735(B),
CFR 165.110 Arsenic 1/year 1/year 0.01 736(A)2
. | 735(B),
CFR 165.110 Barium 1/year 1/year 2 736(A)2
CFR 165.110 Beryllium 1/year” 1/year 0.004 735(C)
. ! 735(B),
CFR 165.110 Cadmium 1/year 1/year 0.005 736(A).2
. ! 735(B),
CFR 165.110 Chromium 1/year 1/year 0.1 736(A).2
CFR 165.110 Cyanide 1/year” 1/year 0.02 735(C)
. ! 6 735(B),
CFR 165.110 Fluoride 1/year 1/year 1.6/1.0 736(A).2
! 735(B),
CFR 165.110 Lead 1/year 1/year 0.005 736(A).2
! 735(B),
CFR 165.110 Mercury 1/year 1/year 0.002 736(A).2
CFR 165.110 Nickel 1/year” 1/year 0.1 735(C)
. ! 735(B),
CFR 165.110 Nitrate (as N) 1/year 1/year 10 736(A).2
CFR 165.110 Nitrite (as N) 1/year” 1/year 1
CFR 165.110 Total Nitrate and Nitrite (as N) 1/year” 1/year 10
CFR 165.110 Selenium 1/year’ 1/year 0.05 735(B),






736(A).2
CFR 165.110 Thallium 1/year” 1/year 0.002 735(C)
CFR 165.110 Aluminum 1/year” 1/year 0.2 735(C)
CFR165.110 Chloride 1/year' 1/year 250° 773365((AB)).,2
CFR165.110 ) Color I/year' lyear (unliis)s 773365((AB)).’2
CFR 165.110 Copper 1/year’ 1/year 1 773365((AB)).,2
CFR 165.110 Iron 1/year’ 1/year 0.3° 773365((AB)).,2
CFR 165.110 Manganese 1 /yearl 1/year 0.05° 773365((AB)).,2
CFR165.110 Odor 1/year' l/year | See note® 773365((AB)).,2
USP XX pH 1/year’ 1/year 6.5-8.5 773365((AB)).’2
CFR 165.110 Silver 1/year’ 1/year 0.1 773365((AB)),.2
CFR 165.110 Sulphate 1/year' 1/year 250° 773365((AB)).’2
CFR 165.110 Total Dissolved Solids (TDS) 1/year’ 1/year 500° 773365((AB)).’2
CFR 165110 | Turbidity 1/year' I/year | 5 (units) 773’365(%?’2
CFR165.110 | Zinc /year' lyear 53 773365(;13)).’2
Lo
CFR 165.110 | 1,1,1-Trichloroethane 1.year' 1/year 0.2 773365&3)).’2
CFR 165.110 1,1,2-Trichloroethane 1/year” 1/year 0.005 735(C)
CFR 165.110 1,1-Dichloroethylene 1/year' 1/year 0.007 773365((AB)).’2
CFR 165.110 1,2,4-Trichlorobenzene 1/year” 1/year 0.07
CFR 165.110 1,2-Dichloroethane 1/year' 1/year 0.005 773365((AB)).’2
CFR 165.110 1,2-Dichloropropane 1/year” 1/year 0.005 735(C)
CFR 165110 | Benzene year' lyear | 0.005 773365(;13)?’2
CFR 165.110 Carbon tetrachloride l/year1 1/year 0.005 ;g 2E§))’ )
CFR 165.110 cis-1,2-Dichloroethylene 1/year” 1/year 0.07 735(C)






CFR 165.110 ?ﬁl";lrli‘zire‘;methane (Methylene 1/year? 1/year 0.005 735(C)
CFR 165.110 Ethylbenzene 1/year” 1/year 0.7 735(C)
Monochlorobenzene 2
CFR 165.110 (chlorobenzene) 1/year 1/year 0.1 735(C)
CFR 165.110 ortho-Dichlorobenzene 1/year” 1/year 0.6
: | 735(B),
CFR 165.110 para-Dichlorobenzene 1/year 1/year 0.075 736(A)2
CFR 165.110 Styrene 1/year” 1/year 0.1
CFR 165.110 Tetrachloroethylene 1/year” 1/year 0.005 735(C)
CFR 165.110 Toluene 1/year” 1/year 1 735(C)
CFR 165.110 trans-1,2-Dichloroethylene 1/year” 1/year 0.1 735(C)
Trichloroethylene ] 735(B),
CFR 165.110 1/year 1/year 0.005 736(A).2
Vinyl chloride ] 735(B),
CFR 165.110 1/year 1/year 0.002 736(A).2
CFR 165.110 Xylenes (total) 1/year” 1/year 10 735(C)

Synthetic

Organic

Compounds

CFR 165.110 Alachlor 1/year 1/year 0.002 735(C)
CFR 165.110 Atrazine 1/year” 1/year 0.003 735(C)
CFR 165.110 Benzo(a)pyrene 1/year” 1/year 0.0002 735(C)
CFR 165.110 Carbofuran 1/year” 1/year 0.04 735(C)
CFR 165.110 Chlordane 1/year” 1/year 0.002 735(C)
CFR 165.110 Dalapon 1/year” 1/year 0.2 735(C)
CFR 165.110 %‘gg‘;’)"cmompmmﬂe 1/year® 1/year 0.0002 | 735(C)
CFR 165.110 Di(2-ethylhexyl)adipate 1/year” 1/year 0.4

CFR 141.61 Di(2-cthylhexyl)phthalate 1/4 years' l/year | 0.006" 773365(%)5
CFR 165.110 Dinoseb 1/year” 1/year 0.007

CFR 165.110 Diquat 1/year” 1/3 years™"” | 0.002 735(C)
CFR 165.110 i’j dDIChl"mphenoxyace“C 1/year! 1/year 0.07 773365(5%3)).’2
CFR 165.110 Endothall 1/year” 1/3 years™"” 0.1 735(C)
CFR 165.110 Endrin l/year1 1/year 0.002 773365((AB)).,2
CFR 165.110 Ethylene dibromide (EDB) 1/year” 1/year” 0.00005 | 735(C)
CFR 165.110 Glyphosate 1/year” 1/3 years™" 0.7 735(C)
CFR 165.110 Heptachlor 1/year” 1/year” 0.0004 735(C)
CFR 165.110 Heptachlor epoxide 1/year” 1/year” 0.0002 735(C)
CFR 165.110 Hexachlorobenzene 1/year” 1/year” 0.001 735(C)
CFR 165.110 Hexachlorocyclopentadiene 1/year” 1/year” 0.05 735(C)
CFR 165.110 Lindane (y-HCH) 1/year’ 1/year 0.0002 735(B),






736(A).2
: 735(B),
CFR 165.110 Methoxychlor 1/year 1/year 0.04 736(A).2
CFR 165.110 Oxamyl (vydate) 1/year” 1/year 0.2 735(C)
CFR 165.110 Picloram 1/year” 1/year” 0.5 735(C)
CFR 165.110 f;’éyggormated biphenyls 1/year? 1/year? 0.0005 | 735(C)
CFR 165.110 Pentachlorophenol 1/year” 1/year” 0.001 735(C)
CFR 165.110 Simazine 1/year” 1/year 0.004
! 735(B),
CFR 165.110 Toxaphene 1/year 1/year 0.003 736(A).2
CFR 165.110 Total Recoverable Phenolics 1/year” 1/year” 0.001
CFR 165.110 2,3,7,8-TCDD (dioxin) 1/year” 1/3 years™"” 3x10° | 735(C)
735(B),
CFR 165.110 2,4,5-TP (Silvex) 1/year’ 1/year 0.05 735(C),
736(A).2

Disinfectants and

Disinfectant

Byproducts

CFR 165.110 Total trihalomethanes® 1/year™' 1/year 0.08 773365((AB)).’2
Bromodichloromethane See note *
Chlorodibromomethane See note *
Chloroform See note *
Bromoform See note *

CFR 165.110 Haloacetic acids five (HAAS5) 1/year™" 1/year” 0.06 735(D)

CFR 165.110 Bromate 1/year* 1/year 0.01

CFR 165.110 Chlorite 1/year"" 1/year 1

CFR 165.110 Chlorine 1/year* 1/year 4

CFR 165.110 Chloramines 1/year* 1/year 4

CFR 165.110 Chlorine dioxide 1/year” 1/year 0.8
Radiological Source Product mg/L
Water Water

CFR 165.110 Gross a 1/4 years' 1/year 15 pCi/L 773365((AB)).’2
CFR 165.110 Gross f 1/4 years' 1/year b Csi/OLlo 773365( (AB))’2
CFR165.110 | Combined radium 226/228 1/4 years' llyear | 5pCilL 773)365(5%]3)?’2
CFR165.110 | Ra-226 1/4 years® 1/year 773365(;13)?’2
CFR165.110 | Ra-228 1/4 years® 1/year 773365(;13)?’2
CFR165.110 | Uranium I/dyears' lyear 003 | JP®),

736(A).2






! Test is not required if the source is a listed public water system and the operator posts or
provides a document from the PWS stating that it is in compliance with 40 CFR
requirements.

? Test is not required if the source is a listed public water system and the operator posts or
provides a document from the PWS stating that it is in compliance with 40 CFR
requirements. Testing frequency is mandated by federal regulations (40 CFR or 21 CFR
165.110).

3 Test is required only for bottlers using chlorination or chlorinated public water as a
source.

*No MCL/SOQ exists for individual trihalomethanes. The TTHM MCL was changed by
rulemaking in 2001 to 0.08 from the original 0.01 mg/L codified in LSA R.S. 40: 740(A).
A bottler may be exempted from testing trihalomethanes if only UV is employed as a
method of disinfection.

> Mineral water is exempt from the allowable levels. These exemptions are aesthetically-
based allowable levels and do not address a specific health concern.

® FDA SOQ for fluoride varies from 0.8 to 2.4 mg/L based upon whether fluoride is
naturally occurring or added artificially and the annual average of maximum daily air
temperatures. Climatic conditions in the state of Louisiana dictate that MCL values
should be 1.6 mg/L for naturally-occurring fluoride and 1.0 mg/L for added fluoride.
Bottled water manufactured outside of the U.S. has an MCL of 1.4 mg/L for naturally-
ocurring fluoride and 0.8 mg/L for artificially-added fluoride. For other areas, please see
21 CFR 165.110 and consult local climatic databases.

7 USP XXIII requires purified water to have a pH of 5.0 — 7.0. The guidelines for source
water and other product waters is 6.5 — 8.5.

8 Odor shall not exceed threshold odor No. 3.

*No MCL or SOQ exists for individual isotopes of radium. State statutory and CFR
requirements specify a gross a MCL of 15 pCi/L, but state law doesn’t mandate testing
for radium levels unless gross a exceeds 5 pCi/L. However, 21 CFR 165.110 mandates
annual radium testing, irrespective of gross a levels.

"%This is the MCL listed in LSA R.S. 40: 740(A). This is a unit measure of radioactivity
and it is derived from the EPA 2000 Radionuclides Rule, which characterizes 50 pCi/L
gross P radioactivity as a screening level for water systems classified by the state as
“vulnerable.” It is not directly equivalent to the stated MCLs given in 40 CFR 141.66 and
21 CFR 165.110 of 4 mrem/year, because the rem is a unit of absorbed dose. In order to
assume or achieve compliance with federal regulatory requirements, certain assumptions
must be made regarding consumption and absorption of radioactivity-producing isotopes.





Specifically, a level of gross B radioactivity in excess of 8 pCi/L requires that the bottler
test to see whether the isotope causing the radioactivity is Strontium-90. This is because
strontium-induced radioactivity in excess of this level is assumed to result in an excess of
a 4-mrem absorbed dose in humans on the basis of consumption of 2L of radioactive
water per day. State law further mandates that any gross 8 level over 50 pCi/L requires
that the bottler test for specific levels of tritium and other artificial radionuclides. The
testing laboratory will document any radioactivity levels that produce an exceedance of
the EPA- and FDA-specified MCL of a 4-mrem absorbed dose per year.

1122 ¢fu/100mL for multiple-tube fermentation method or 4 cfu/100mL for membrane
filter method of testing

’EPA MCL is incorporated by reference in LSA R.S. 40: 735(C) and 736(A).2. No FDA
SOQ exists for this contaminant.

B According to IBWA, FDA requirements include an initial round of testing for four
consecutive quarters for each type of product water. If the contaminant is not detected,
product may be tested once every three years; otherwise, monitoring for four additional
consecutive quarters must occur. (This is a translation of EPA 40 CFR water system
testing requirements to the bottled water conventions of source and product water
testing.)

"In accordance with 21 CFR 129.35, these requirements apply to public sources for
which no documentation exempting testing per Note 1 is provided and nonpublic sources
which are treated with chlorine or ozone. For these types of sources, chloramines must be
checked if chloramines are used for disinfection, bromate if ozone is used for
disinfection, and chlorine dioxide and chlorite ions if chlorine dioxide is used for
disinfection. Nonpublic sources that are not disinfected at the well head are exempt from
testing for disinfectants and disinfectant byproducts.






FD-1B

(rev. 3/13)
PLANS REVIEW QUESTIONNAIRE

FOR FOOD AND DRUG ESTABLISHMENTS

Date submitted to FDU:

I. Basic Facility/Contact Information.

Name of Establishment:

Physical Address of Establishment:

Mailing Address of Establishment:

Type of Establishment: [] Food Manufacturer []Drug/Cosmetic Manufacturer
[] Food Storage Warehouse []Drug/Cosmetic Storage Warehouse
] Food Repacker [C1Drug/Cosmetic Repacker

Specific Type(s) of Products Handled:

Class of Ownership:

Note: All corporations, regardless of where the corporation is domiciled, must have an in-state Agent for Service of Process
registered as such with the Louisiana Secretary of State.

O Sole Proprietorship Name of Proprietor:

Name of Agent for
Service of Process:

[ Corporation

I Limited Liability Corporation
O Partnership
[ Limited Liability Partnership

List of Partners:

Contact Person

Name Title

Mailing Address

Business Phone Cell Phone

Email address

Owner of the Real Property (if different from Owner of Establishment)

Name Title

Mailing Address

Business Phone Cell Phone

Email address






11. Plans/Facility Size and Scope. New facilities need to provide a plot plan or blueprint drawing showing the proposed building,
sewage treatment facility (if applicable), plumbing plan, electrical plan, HVAC plan, schedule of materials for finished floors, walls,
and ceilings, and the surrounding grounds. Existing facilities need to provide a plot plan or blueprint drawing showing proposed
renovations, and any information listed in the previous sentence that may change as a result of proposed renovations.

If the square footage of an existing facility is to be altered, list the existing square footage:
proposed change:
new total:

Estimated (or actual) total number of employees in facility per shift:
111. Plumbing Information.

Existing plumbing includes

Item Number Item Yes | No
Ladies’ water closets Restrooms mechanically vented to atmosphere
Men’s water closets Restroom doors self-closing
Urinals Prep sinks indirectly connected to sanitary
sewer
Ladies’ hand lavatories Floor drains in restrooms and prep areas
exposed to floor moisture

Men’s hand lavatories

Prep area hand lavatories

Water fountains/dispensers

Name of public water supply servicing facility:
(Note: Facilities using non-community water supplies must have well plans approved by the local Parish Health Unit or OPH
Regional engineering staff—except for facilities manufacturing water or ice; these facilities must have well plans approved by
Central Office Engineering Services staff. New supplies must also provide copies of lab results from tests for coliform bacterial
contamination and chemical contaminants delineated in 40 CFR 141 [National Primary Drinking Water Regulations] showing
negative results for coliform and results in compliance with maximum contaminant levels for chemicals. Moreover, bottled
water sources must provide documentation regarding the safety of the source and catchment operations, as well as the
physical, chemical, and microbiological quality of the water, as explained in the Guidelines for Prospective Bottled Water
Processors. Also, please note that new wells must be registered with the Louisiana Department of Transportation and
Development [DOTD], Office of Public Works.)

Name of public sewer system servicing facility:
(Note: Facilities utilizing onsite wastewater treatment systems must have plans approved by the local Parish Health Unit or
OPH Regional engineering staff. Existing facilities utilizing onsite wastewater treatment systems more than two years old must
provide a copy of a pumpout receipt and one-year maintenance contract with a licensed maintenance provider.)

1V. Refuse Disposal Information.

Name of garbage/refuse disposal company contracted:
(Facilities must contract with a commercial waste disposal operation to remove garbage and/or refuse in accordance with the
provisions of Chapter 1, Part VI, Title 51 of the Louisiana Administrative Code. Exemptions for the use of a municipal waste
removal pickup may be granted to small operations on a case-by-case basis. Speak to your Sanitarian Program Coordinator

for further details.)

New facilities manufacturing food or beverage products will be required to construct a dumpster pad of sealed concrete with a
floor drain tied to the sanitary sewer and protected from runoff/rainwater; hot and cold water must be accessible for cleaning
this pad.
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DEPARTMENT OF HEALTH AND HOSPITALS
OFFICE OF PUBLIC HEALTH
FOOD & DRUG UNIT

BASIC REQUIREMENTS FOR PROSPECTIVE FOOD MANUFACTURERS, PROCESSORS,
PACKERS AND REPACKERS
(Revised 8/30/13)

The information in this document has been prepared to provide basic information for those persons desiring to
manufacture, process, pack and hold food products within Louisiana primarily for wholesale and institutional
distribution. The requirements specified herein are minimal and are not intended to replace or supersede
applicable regulations. Complete rules and regulations pertaining to manufacture, processing, packing, holding
of food products are found in Title 51, Part VI of the Louisiana Administrative Code. Please refer to Section O
of this document for information on obtaining copies of the Title 51, L.A.C.

A. Permits: No person shall operate a facility engaged in the manufacturing, processing, packing or
holding of food products within Louisiana without a valid permit to operate issued by the State Health
Officer through the Food & Drug Unit of the Office of Public Health. Permits to Operate expire
annually on June 30. The permit fee for food manufacturers, processors, packers, and re-packers will be
calculated on a sliding scale based on the gross annual sales of the establishment. Forms for reporting
the gross annual sales can be obtained from the program coordinator assigned to your region/district.
Permit fees are assessed as follows:

ESTABLISHMENT TYPE FEE AMOUNT
Food Product Manufacturers, Processors and Re- Based on gross annual sales
packers Less than $500,000 $175

$500,001 - $1,000,000 $475
$1,000,001 - $2,500,000 $775
$2,500,000 - $5,000,000  $1,075
Greater than $5,000,000 $1,375

Food Storage Facilities and Warehouses $300.00 Flat Fee

Seasonal Honey Processors/Packers $45.00 for three consecutive months;
$15.00 for each additional month

Special Event/Temporary Food $45.00 per event
Manufacturers, Processors or Packers

1. Plans and Specifications. Prior to issuance of a permit and before beginning construction,
plans and specifications for the proposed project shall be submitted to the Food & Drug Unit
for compliance review. Plans should be drawn to scale and should include the following






minimum information: 1) a plot or site plan page, 2) a top elevation page showing layout and
dimensions of all rooms, location of all doors and window, and position of processing
equipment, 3) a schedule of surface materials including specifications on surfaces and
coatings, 4) a plumbing riser diagram showing potable water supply lines, sewage and drain
lines including floor drains, placement of sinks, location of hand lavatories and restroom
fixtures, 5) an electrical diagram showing location, numbers of lighting fixtures, and
shielding (where applicable).

In addition, the local Parish Health Unit should be contacted regarding the approval status of
the source of potable water and the method of wastewater disposal. For new construction, if a
sewer is not available, it may be required to apply for and install an onsite wastewater
disposal system. A link to the locations of Parish Health Units may be found here:
http://www.dhh.louisiana.gov/offices/?1D=223.

2. Facility Inspection. After plans and specifications have been reviewed and approved and
construction of the facility has been completed or is near completion, an inspection of the facility
shall be made to verify compliance and to accept the necessary applications for permit
registration or licensure and the required permit fees.

B. PRODUCT / LABEL REGISTRATION: As required by the State Food, Drug and Cosmetic Law,
each manufacturer, processor, packer or private-label distributor of processed foods in package form
must register each separate and distinct product annually. Firms shall submit to the Food & Drug Unit a
complete Application for Registration Form [FD-9(N)] together with copies of labels for each item and
applicable registration fees. The registration fee is currently $20.00 per separate and distinct product up
to a maximum charge of $200.00 per year. Please note that more than 10 separate product types
may be registered by a given corporation—and copies of all labels must be sent to OPH—but only
the first 10 types are charged a registration fee.

C. LABELS/LABELING: All processed food products sold within the state must be labeled in
accordance with applicable labeling rules and regulations. The submission of printer’s proofs of
proposed labels to the Food & Drug Unit for review and approval prior to printing final labels is highly
recommended. (Failure to do so may result in reordering labels which are determined to be out of
compliance with state and federal regulations.) All food labels must bear the following mandatory
information:

1. Statement of Identity. The statement of identity of the food shall appear on the principal
display panel of the package or container and shall be in terms of the common or usual name of
the food or, if there are established standards for the food, the standardized name.

2. List of Ingredients. If the food is composed of two or more ingredients, the package or
container shall bear a listing of each ingredient in descending order of predominance by weight.
The ingredient declaration may appear on either the principal display panel or the information
panel. Federal labeling regulations now require full disclosure of all ingredients including an
ingredient which itself contains two or more ingredients. Ingredients shall be listed by the
common or usual name (no brand names). Chemical preservatives shall be declared by their
common or usual name and include a separate statement of the functional use of the chemical
preservative. Example: “sodium benzoate as a preservative”.

3. Name and Place of Business Of Manufacturer, Packer or Distributor. The label of a food in
package form must specify conspicuously the name and place of business of the manufacturer,
processor, packer, or distributor. This information may appear on either the principal display
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panel or the information panel. In cases where the food is not manufactured by the person whose
name appears on the label, the name shall be qualified by a phrase that reveals the connection
such person has with the food; such as “Manufactured for ”, “Distributed

by ”, “Packed for ” or any other wording that expresses the facts; however,
the name of the actual manufacturer or packer shall be furnished to the department upon request.
Net Quantity of Contents. Each unit package of a processed food shall bear a statement of the
net quantity of contents. Net quantity of contents declaration criteria are as follows:

Placement of Declaration Lower 30% of Principal Display Panel in

lines generally parallel to the base of the
package or container.

Declaration terms Weight, measure, or numerical count or a

combination of numerical count and
weight or measure.

If food is a liquid Use units of measure: fluid ounces, pints,

quarts, gallons. Must include Metric
equivalent: Net 12 fl 0z (355 mL). Net
Contents 1 gal (3.79 L), Net 500 mL (1 pt.
0.9 fl 0z). Periods, commas after words
are optional.

If food is a fresh fruit or vegetable Use units of dry measure: pint (dry), quart

(dry), peck, bushel.

Language Mandatory information must appear in the

English language.

5. Print/ Type Size Specifications. The net quantity of contents declaration must be in letters and

numerals in a type size established in relationship to the area of the principal display panel of the
package and shall be uniform for all packages of substantially the same size by complying with
the following specifications:

Area of Principal Display
Panel

Minimum Type Size

5in° or less

Not less than 1/16 inch in height

> 5 in but not more than 25 in?

Not less than 1/8 inch in height

> 25 in® but not more than 100 in®

Not less than 3/16 inch in height

> 100 in® but not more than 400 in®

Not less than ¥ inch in height

More than 100 in”

Not less than one-half inch in height

If declaration is blown, embossed, or
molded onto glass or plastic surface.

Increase type sizes specified above by 1/16
of an inch.

6. Nutrition Facts Labeling. Nutrition information relating to food must be provided for all

products intended for human consumption and offered for sale unless a specific exemption is
provided for. If an operation employs fewer than 10 full-time employees and sells fewer than
10,000 units of a product per annum, it is granted an automatic exemption. If an operation
employs fewer than 100 full-time employees and sells fewer than 100,000 units of a product per
annum, it will be granted an exemption provided that a request is filed annually with FDA. A
nutrient content claim, health claim or any other nutrition information on the label or in labeling
or advertising in any context, and in any form of expression, implicit, as well as explicit, shall






negate any exemption and subject a food to providing nutrition information in accordance with
applicable regulations. Please see http://www.cfsan.fda.gov/ for further details.

7. Allergen Labeling. If your product contains one or more major food allergens, the items must be
listed in one of two ways to comply with federal labelling regulations: 1) by usual or common
name in the ingredient statement or 2) in a separate “contains” statement which lists the actual
allergen present in the product (not the group to which it belongs). The eight major food
allergens are milk, egg, soy, wheat, fish, crustacean shellfish, tree nuts, and peanuts. For more
information on allergen labelling, please see this site:
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/GuidanceDocuments/Foo
dLabelingNutrition/ucm059116.htm.

D. BUILDINGS. All buildings used for manufacturing, processing, packing or re-packing food shall

1. Be well-lit with an intensity of not less than forty (40) foot-candles on all work surfaces and
well-ventilated through means of forced-air ventilation to remove excessive heat, steam,
moisture, vapors, smoke and dusts.

2. Maintain all floors, walls, ceilings, work tables, food contact surfaces, and other fixtures in such
a condition that they may be readily made clean and sanitary.

3. Floor drains adequate in size (4” recommended—follow Louisiana State Plumbing Code
regulations) and number properly trapped and vented shall be provided in those areas of food
manufacturing and processing plants where water overflow is unavoidable or stationary
equipment must be cleaned and sanitized in place.

E. OUTSIDE GROUNDS AND PREMISES. The grounds surrounding a food manufacturing or
processing plant shall be free from conditions that may result in the contamination of food, food-contact
surfaces or food packaging materials such as the following:

Improperly stored unused equipment that may attract and harbor insects and rodents.

Litter, trash, solid waste and other refuse.

Tall weeds and grass in excess of 6 inches in height.

Excessively dusty roads, yards or parking lots.

Areas around plant that are poorly drained or structures that accumulate rainwater such as trailer
back-down ramps adjacent to loading docks.

agkrownE

F. WATER SUPPLY. An ample supply of potable water delivered under pressure shall be provided on
the premises for drinking, washing of equipment and utensils, supplying toilet and lavatory fixtures, and
for other necessary purposes. Potable water supplies shall not be cross-connected to any other supply.
Water supply lines connected to processing equipment such as picking tables, bottle/can washers,
cookers, retorts, or other similar equipment must have water lines protected against possible back-
siphonage or back flow. Water supplies must be evaluated and approved by sanitarians from the local
Parish Health Unit.

G. SEWAGE AND WASTE DISPOSAL. Sewage disposal and treatment methods must be evaluated
and approved by sanitarians from the local Parish Health Unit. Solid and liquid industrial wastes must
be disposed of or discharged in accordance with regulations set forth by the Department of
Environmental Quality.

H. SANITARY FACILITIES.
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1. Toilet facilities. Each plant shall provide its employees with toilet and associated hand washing
lavatory facilities within the plant in accordance with Part X1V of the State Sanitary Code,
Louisiana State Plumbing Code, 2000 Edition Section 407 entitled “Minimum Plumbing
Fixtures”. The facilities shall be maintained in a sanitary condition and kept in good repair at all
times. Doors to toilet rooms shall be self-closing and not open directly into areas where food is
exposed to airborne contamination except in the case where double doors are provided or a
positive air flow systems are used.

2. Hand Washing Lavatories. Facilities for hand washing and, where needed, sanitizing hand dip
stations, shall be provided at each location in the plant where good sanitary practices require
employees to wash and dry hands, and at least in areas where foods are handled. Hand washing
lavatories shall be provided in numbers as specified in Part X1V of the State Sanitary Code,
Louisiana State Plumbing Code, 2000 Edition Section 407 entitled “Minimum Plumbing
Fixtures”. Hand washing lavatories shall be supplied with hot and cold running water under
pressure with mixer type faucets for adjusting water temperature. Soap and single service
disposable towels or forced air drying devices shall be provided at hand lavatories.

3. Sink Facilities. Sinks adequate in size and number must be provide within food manufacturing
and processing plants for washing utensils and pieces of equipment that are moveable or can be
readily disassembled for cleaning and not intended to be cleaned in place. Sink compartments
must be large enough to accommodate (not completely submerge) the washing of the largest
piece of moveable equipment or utensil. Sinks should be constructed of stainless steel or high-
density food grade polymer plastic. Sinks constructed of galvanized steel are not acceptable.

a. 3-Compartment Sink: Facilities engaged in the manufacture, processing and packing of
food products must provide sinks with three compartments. Each compartment is to be
designated for a specific purpose:

Compartment | Compartment #2 | Compartment #3

#1

Detergent Wash to | Rinse with clean, Immersion in hot water
remove soil and potable water to or chemical sanitizing
food residues. remove detergent solution to destroy

solution harmful microbes not
removed by washing

process (See Sanitary
Operations).

Each sink compartment is to be provided with hot and cold running water delivered under
pressure. Sinks are to be properly installed and shall be trapped and vented. Each
compartment is to be provided with a stopper (cloths are not permitted for this purpose).

Sinks designated for washing or thawing of food or food ingredients shall be designated
for that purpose only and shall not be used for cleaning equipment or utensils.





b. Utility Sink Facilities. Food manufacturing and processing plants that use wet mopping
for cleaning floor surfaces should provide at least one utility sink OR curbed cleaning
facility with a floor drain for the cleaning of mops, buckets, pails, scrub brushes or other
similar cleaning tools and for the disposal of mop water or similar liquid wastes. The use
of lavatories, utensil and equipment washing sinks, or food preparation sinks for this
purpose is prohibited.

c. Grease interceptor/Separators. Grease interceptors or separators may be required to be
installed in the waste line leading from sinks, drains, or other fixtures in food
manufacturing or processing facilities where grease, grit, oil, broken glass, or other
viscous or solid substances can be introduced into the drainage system in quantities that
can affect line stoppage or hinder sewage disposal. Check with your local parish or city
plumbing authority to determine if the installation of a grease interceptor or a separator is
mandatory for your specific operation.

I. SANITARY OPERATIONS.

1. General Maintenance. Buildings, floors, walls, ceilings, and other physical facilities of the
plant shall be kept in good repair and shall be kept clean. Cleaning operations shall be conducted
in such a manner as to minimize the danger of contamination of food, food contact-surfaces and
food-packaging materials.

2. Machinery, Equipment and Utensils. All machinery, equipment and utensils shall be arranged
and installed so as to be easily accessible for cleaning and maintenance and shall be kept clean
and in good repair. An ample supply of steam, hot and cold water, sanitizing agent, hoses,
brushes or other utensils necessary for proper cleaning of equipment shall be made available.
Hose ends or nozzles shall not be allowed to lie on the floor but shall be hung or racked when not
in use. Open ends of hoses or food transfer lines shall be capped, plugged or otherwise protected
from contamination when not in use. Machinery, equipment and utensils must be designed and
constructed so as to be easily cleanable and shall not contaminate food, food ingredients, or
packaging material with lubricants, fuels, metal fragments, paint flakes or other contaminants.

3. Cleaning and Sanitizing of Equipment and Utensils. Food contact surfaces of equipment and
utensils shall be cleaned as often as necessary to avoid contamination of food, food ingredients
and food packaging materials.

Food contact surfaces of equipment and utensils used in the processing and packaging of foods
subject to contamination by harmful microbes shall be washed with a suitable detergent solution,
rinsed with potable water and then sanitized in a manner specified below:





Method | Agent Strength (ppm) Temperature | Time

Food Non- Operations

contact | food water

surfaces | contact
Immersion Chlorine as 100- 400 3-10 75 °F or above At least 1
(soak) hypochlorite | 200 minute
Immersion lodine @ pH 12;5- o5 75 °F or above At least 1
(soak) of 5 or below | 25 minute
Immersion Quaternary 75 °F or above Use in
(soak) Ammonium 200" 400- Use only in water | accordance

Compounds 800 w/ hardness of with label
550 ppm or less | specifications

Immersion Hot Water 170 °F At least 30
(soak) seconds
Live Steam | Steam
w/ no
additives
Rinsing, Chlorine, Same as Immersion (soak) 75 °F or above At least 1
Spraying, lodine method minute
Swabbing Solutions

* The higher end of the listed range indicates the maximum concentration permitted without a required rinse
(surfaces must drain)

Source: 21 CFR 178.1010

Non-food contact surfaces of equipment and utensils shall be cleaned as frequently as necessary
to minimize accumulations of dust, dirt, food particles, and other debris.

Equipment and utensils shall be air-dried after washing, rinsing and sanitizing.

All chemical sanitizing agents shall be prepared and applied in accordance with instructions on
the product label.

Personnel. Plant owners and managers shall take all reasonable measures and precautions to
ensure the following:

a. Disease Control. Any person who, by medical examination or supervisory
observation, is shown to have, or appears to have, a restrictable or excludable illness, as
defined by FDA, or an open lesion, including boils, sores, or infected wounds shall be
excluded from any operations which may be expect to result in contamination of food

until the condition is corrected.

b. Cleanliness. Employees shall wear outer garments suitable to the operation that
protects against contamination of food, food-contact surfaces or food-packaging
materials.

C. Employees shall maintain adequate personal cleanliness.






Employees shall wash hands thoroughly and sanitize where appropriate in an adequate
handwashing facility before starting work, after each absence from the work station,
and at any other times when hands have become soiled or contaminated.

Employees shall remove all unsecured jewelry that may fall into food or equipment and
remove hand jewelry that cannot be thoroughly cleaned and sanitized.

Employees shall maintain gloves in an intact, clean, and sanitary condition. Gloves
must be of an impermeable material.

Employees shall wear, in an effective manner, hair nets, head bands, caps, beard covers,
or other effective hair restraints.

Employees shall store clothing or other personal belongings in an area other than where
food is exposed or where equipment and utensils are washed.

Employees shall not eat food, chew gum, drink beverages or use tobacco in any form in
areas other than where food and food-contact surfaces are exposed or where equipment
and utensils are washed.

J. TEMPERATURE CONTROL

1. Holding Temperatures. Perishable and potentially hazardous foods (including food
ingredients) shall be held during storage and delivery at the following temperatures to assure
freshness, wholesomeness and highest quality:

HOLDING STATE

MINIMUM TEMPERATURE

Cold ( Refrigeration )

Below 45° F

Hot

Above 145° F

Frozen

At or below 0° F

2. Thawing. Frozen potentially hazardous foods and food ingredients shall be thawed as follows:

a.
b.

In refrigerated units at an ambient air temperature not to exceed 45° F.

Under potable running water of a temperature of 70° F or below, with sufficient water
velocity to agitate and float off loose food particles to overflow.

As part of the conventional cooking process.

In a microwave oven only when the food will be immediately transferred to
conventional cooking operations as part of a continuous cooking process or when the
entire, uninterrupted cooking process takes place in the microwave oven.

K. PEST CONTROL. No pests shall be allowed in any area of a food plant. Guard or guide dogs may be
allowed in some areas of a plant if the presence of the dogs is unlikely to result in contamination of
food, food-contact surfaces, or food packaging material. Effective measures shall be taken to exclude
pests from the processing areas and to protect against the contamination of food on the premises by
pests. The use of insecticides or rodenticides is permitted only under precautions and restrictions that
will protect against the contamination of food, food-contact surfaces and food-packaging materials.





Pesticides and rodenticides shall be used in a food processing plant in strict accordance with label
directions.

. STORAGE PRACTICES. Food, food ingredients and food-packaging materials shall be stored and
handled in such a manner so as not to allow cross-contamination or to interfere with sanitary operation
of the plant. Food, food ingredients, and packaging materials should be stored at least 18 inches from
walls and 6 inches above floors to allow for proper inspection, cleaning and pest control measures and
to allow for movement of air under and around stored food products.

Chemicals such as cleaning compounds, lubricants, solvents, et cetera shall not be storeda djacent to or
above food, food contact surfaces or food packaging materials and should be kept in a separate
designated room or area. Pesticide compounds should also be stored away from food, food contact
surfaces and food packaging materials in a locked cabinet under control of supervisory staff or plant
management.

. WAREHOUSING AND DISTRIBUTION. Storage and transportation of finished food shall be under
conditions that will protect food against physical, chemical, and microbial contamination as well as
against deterioration of food and the container.

. MOBILE FOOD VENDORS. Persons wishing to operate mobile food or beverage vending units
must contact the Parish Health Unit Sanitarian within the parish in which the mobile vending units
operate or where the operator is based.

. SANITARY CODE COPIES. Copies of the Louisiana State Sanitary Code are available from the
Office of the State Register, Louisiana Administrative Code, P.O. Box 94095, Baton Rouge, LA

70804, Telephone 225-342-5015 (or by visiting this link: http://doa.louisiana.gov/osr/product.pdf). The
Sanitary Code can also be downloaded from the state website at
http://www.dhh.louisiana.gov/offices/publications.asp?ID=206&Detail=928.

INFORMATION AND INSPECTION SERVICE. For information or advice on any aspect of
operating a food manufacturing or processing facility or if inspection services are needed please contact
the appropriate Food & Drug Unit staff person closest to you. A complete personnel index is provided
at the following link: http://www.dhh.la.gov/index.cfm/page/710.

. FDA FACILITY REGISTRATION AND THE REPORTABLE FOOD REGISTRY. Following
the passage of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002,
FDA regulations now require that all food-manufacturing facilities register with FDA. Registration can
be done online or by completing paper forms. For more information on facility registration, please visit
this link (http://www.fda.gov/Food/FoodDefense/Bioterrorism/FoodFacilityRegistration/default.htm) or
call this number (1-800-216-7331).

Part of the Food and Drug Administration Amendments Act of 2007 requires that registered food
facilities report adverse events that may affect the safety of a food product to FDA. An event that makes
it probable that a product will cause serious injury, illness, or death to humans or animals that consume
it is deemed a reportable event. More information on the reportable food registry may be found here:
http://www.fda.gov/Food/FoodSafety/FoodSafetyPrograms/RFER/default.htm.
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Department of
HEALTH and
HOSPITALS

Dear Prospective Bottled Water Manufacturer:

| am pleased to provide you with the attached documents as a guideline to the steps necessary in
order to obtain a Permit to Operate as a bottled-water manufacturer in the state of Louisiana. Please
read the following information carefully, and if you have any questions immediately after reviewing
it, please contact your district sanitarian.

1. Water Sources: Your first step in obtaining a Permit to Operate for your new facility is to ensure
that your water source will be approved for this use. If you will be tying into an existing Public
Water Supply, indicate this information on your FD-1B FDU Plans Review Questionnaire document.
If this supply is in good standing with Louisiana’s Safe Drinking Water Program, you may request a
document from the supply’s certified operator indicating that the supply is compliant with the
requirements of the National Primary Drinking Water Regulations (40 CFR 141). If the supply is not
in good standing, you may contact its certified operator or call the Safe Drinking Water Program at
(225) 342-7499 to obtain a list of deficiencies.

Engineering Review of Well Plans: If you are utilizing a private water supply, you must submit your
well plans for review and approval to OPH’s Engineering Services section. Plans must be sent to
Caryn Benjamin, Deputy Chief Engineer at Caryn.Benjamin@]Ia.gov by regular mail at Bin # 3, P.O.
Box 4489, Baton Rouge, LA 70821-4489. Ms. Benjamin may be reached at (225) 342-6157. Do not
begin construction on your well or your facility until well plans have been approved! Failure to
wait until you receive a written approval document may result in expensive changes being required
to bring your site up to code.

DNR Registration of New Water Well: Please also note that any new water well drilled/dug/jetted in
the state of Louisiana must be registered with the Groundwater Resources Program of the Louisiana
Department of Natural Resources. More information regarding proper water well registration may be
found at the following website:
http://dnr.louisiana.gov/index.cfm?md=pagebuilder&tmp=home&pid=455&pnid=0&nid=173.

Submission of Hydrogeological Report on Source to Program Manager: Once well plans have been
approved and construction is complete, you must submit a hydrogeological report for any new
private water supply that you intend to put into service for bottling water. The report is to be
submitted to the Sanitarian Program Manager for Bottled Water for review at (225) 342-7672 [fax]
or regular mail at Bin # 14, P.O. Box 4489, Baton Rouge, LA 70821-4489. The report must include
the following items (at a minimum) and it must be signed and certified by a credentialed professional
geologist or hydrogeologist:

a) a report on the regional geology and the specific site geology of the source area,
including a description of the vertical and horizontal extent of the source aquifer using
existing data;
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b) a report detailing the development of the source, the method of construction including
spring design, well installation, surface catchment and intake structures, and transmission
facilities as appropriate;

c) a watershed survey of the recharge area or zone of influence of subject source that
identifies and evaluates actual and potential sources of contamination;

d) and, based on the findings of Section (c) above, a plan for special monitoring of any
significant contaminant source and for taking restrictive preventive or corrective measures as
appropriate to protect the source and product water.

2. Facility Plans: Your next step will be to submit plans for your physical facility (e.g., everything
excluding the well and catchment materials) to your district sanitarian for review and approval.
Review the attached Basic Requirements for Prospective Food Manufacturers, Processors,
Packers, and Repackers document for basic requirements. In addition, study the attached sections
1, 3, and 9 from Part VI of Title 51 of the Louisiana Administrative Code; this is the set of
regulations from which the previous document is derived, and it contains more detailed information.
Once you have read these documents, you may submit a set of professionally-drawn blueprints or
neatly hand-drawn plans, to scale. These plans must include plumbing, mechanical, HVAC,
electrical, equipment, and floor, wall, and ceiling finish schedules; also provide documentation
regarding mold-blowing, bottle-washing, or bottle-filling equipment, as well as ozonators, UV
emitters, or other specialized equipment used in your process. Please note that filling, washing, or
crowning containers manually contravenes the provisions of Part VI of Title 51. In addition to the
materials indicated above, please provide a process diagram that shows the flow of water from the
catchment equipment to the final product capping line, including all steps and intervening
equipment, as well as filters and purification methods. Finally, include a completed copy of the
attached FD-1B Plans Review Questionnaire document

Multi-Service Containers: If your operation intends to reuse containers, you must obtain a
Secondhand Container Permit from this office. Please see the attached Secondhand Container
Packet and submit an FD-4 Application for a License to Use Secondhand Containers in addition
to your other plans paperwork. Note that all multi-service (secondhand) containers are required
to be washed, rinsed, sanitized, and visually inspected prior to filling. The wash, rinse, and
sanitize steps in this process must be performed by a mechanical container-washing device; hand
washing in a 3-compartment sink or by any other means is not permitted. It is highly recommended
that all single-service containers also be washed, rinsed, sanitized, and visually inspected prior to
filling.

Unit Production Code Requirements: State and federal regulations require that you provide a
production code that distinguishes each unique lot of water product. Note that for the purposes of
this section, a lot is a group of primary containers [usually] or unit packages of the same type, size,
and style produced under conditions as nearly uniform as possible and designated by a common
container code or marking. For practical purposes, this typically translates into a single continuous
production run on a single fill line. Codes must specify a unique lot number and also incorporate






information on the date of processing for that lot number. Codes may be printed onto the containers
using indelible ink or imprinted into the container in such a way that the structural integrity is not
compromised. A key or explanation of the code must be provided to the department.

Approval of Private Sewer Treatment Systems: Contact your parish utility office to find out whether
a community sewer system is available at your proposed site; if so, document the name and the
operator of the system on your plans. If not, you will need to install an onsite wastewater treatment
and disposal system. Your district sanitarian will evaluate your facility’s wastewater disposal needs
and advise you on the appropriate unit as part of your plans review. It will be your responsibility to
contact the parish health unit to obtain a permit to install the unit. A copy of this permit should be
forwarded to your district FDU sanitarian.

3. Product Registration: Your non-bulk products (any sizes below 3 gallons) must be registered
with the Central Office. Therefore, you must submit proofs or specimen copies of labels containing
all of the basic information provided in and meeting the criteria outlined in the Basic Requirements
for Prospective Food Manufacturers, Processors, Packers, and Repackers document. Labels
must be submitted to the Program Manager for Product Registration, currently Brian R. Warren, at
(225) 342-7672 [fax] or regular mail at Bin # 14, P.O. Box 4489, Baton Rouge, LA 70821-4489.
Once the program manager advises you that the labels are suitable for registration, you may
assemble a registration packet consisting of the attached FD-9(N) Application for a New Product
Registration Form, a check or money order for $20 per distinct product, and specimens or proofs of
each label. Hold this packet until your facility is ready for inspection. At that time, you may provide
it to your district sanitarian as proof that you have completed the registration process; the sanitarian
will not issue a Permit to Operate without this packet.

Clarification of “Distinct Product” and What It Means in the Bottled Water Industry: An additional
note on registration: the term “distinct product” as it applies to bottled water may mean several
things. If your firm will manufacture a distilled water product and a spring water product, these are
two distinct products. However, if your firm will produce a Brand X distilled water and a Brand Y
distilled water, these are also two distinct products. So, the rule of thumb to follow here is this: if the
water conforms to a different standard of identity as specified in 21 CFR 165.110 (Bottled water)
and LSA R.S. 40: 732 (of the Bottled Water Quality Law), it is a distinct product, and if you
manufacture said product under different brand names or private labels, each of those constitutes a
separate product as well. You must register each product that your firm manufactures, but the
registration fee is capped at 10 products or $200.

4. Food Facility FDA Registration: Section 305 of the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002 requires that existing food facilities be registered with the
Food and Drug Administration no later than December 12, 2003 and that new facilities register prior
to beginning to process, manufacture, pack, or distribute food products.

Online Registration: The easiest way to register your facility is to go to an FDA website and enter
the required information. You may visit either http://www.cfsan.fda.gov/~furls/ovffreg.html or
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http://www.access.fda.gov/. Computers with internet access are available at public libraries
throughout the state, if you do not have one at your home or office. The registration website is
available 24 hours a day and online help is also available. Please note that whether you choose to
complete the registration process on- or offline, FDA does not charge a fee to register your facility.
However, there are various websites that will offer to register your facility with FDA for fees that
may exceed several hundred dollars. If you wish to register your facility online, please visit only one
of the above two links for that purpose.

Offline Registration: Alternatively, you may register your facility offline by obtaining a copy of
Registration Form 3537 and sending to FDA by mail or facsimile. The attached Form 3537
DHHS/FDA - Food Facility Registration Form may be printed out and filled in or it may be
completed by using a computer with the latest version of Adobe Acrobat Reader software (which
may be downloaded free of charge here: http://www.adobe.com/products/acrobat/readstep2.html).
Completed forms may be submitted to FDA at the above address by mail or by facsimile at (301)
210-0247. A duplicate Form 3537 may be requested by calling FDA at 1-800-216-7331 between
6:30 am and 10:00 pm CST or you may request a form in writing by sending your request to US
Food and Drug Administration, HFS-681, 5600 Fishers Lane, Rockville, MD 20857.

5. Source And Product Water Monitoring: Once construction is complete on your well, if you are
relying on a private water supply, you will need to perform tests on a sample taken from your sample
tap. The required testing and monitoring regimen is outlined in the attached Testing Requirements
for Bottled Water — Source and Product document; also relevant is the Notice to Bottled Water
Manufacturers dated October 12, 2006, which provides the schedule on which results are to be
submitted on a routine basis to the Bottled Water Program Manager for review and archiving. If your
water source is an approved Public Water Supply, the document specified in Section 1, above, will
suffice to attest to the adequate quality of the source water.

Once a source sample is collected (according to the guidelines of and using the sample container
provided by the testing laboratory), you may submit the sample for analysis to one of the
laboratories found in the list of certified labs for drinking water chemistry for the performance of
annual, quadrennial, and triennial testing and/or a laboratory on the list of certified labs for drinking
water microbiology for the coliform testing. Once your facility is constructed, you may use an in-
house laboratory to conduct the routine weekly microbiological testing, but annual tests must be
performed by a laboratory on the drinking water chemistry lab list.

Current lists of certified laboratories are available from the OPH Laboratory Certification Program
here: http://www.dhh.louisiana.gov/index.cfm/page/490.

Results Review: As soon as you receive test results back from the laboratory, submit those results by
fax, email, or regular mail to the Sanitarian Program Manager for Bottled Water at Food and Drug
Unit, Bin # 14, P.O. Box 4489, Baton Rouge, LA 70821-4489 or (225) 342-7672. Contact the Food
and Drug Unit’s Central Office staff for an email address for the current Program Manager. The
Program Manager will review the results and provide you with information on which (if any) items
exceed tolerances permitted under EPA/FDA/FDU rules and regulations. These are items that you
will want to pay special attention to when you receive your product testing results.
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Requirements for Crown/Container Testing: In addition to water testing, 21 CFR 129.80 requires
that your facility conduct quarterly testing on your containers and crowns. Specifically, a swab or
rinse test for coliform bacteria must be conducted of at least four containers and crowns pulled from
the fill line just prior to filling and the test must be conducted either by an in-house or approved
Drinking Water Microbiology laboratory. Results of this testing must be submitted to the
Sanitarian Program Manager for Bottled Water along with the quarterly water testing.

Product Water Testing Requirements: Once your facility plans have been approved by the district
sanitarian and construction is complete, you must test a sample of your product water and test it in
accordance with the information provided in the attached Testing Requirements for Bottled Water
— Source and Product document. These test results must be reviewed by the Sanitarian Program
Manager for Bottled Water. If the product water exceeds the maximum contaminant levels shown in
the document above for one or more tested contaminants, the water may be a) retested as is or b)
corrective actions may be taken, such as the addition of extra carbon filters or extra processing steps,
and the water then retested. However, please be aware that no product water will be approved and
no Permit to Operate will be issued for your facility until and unless subsequent rounds of
testing indicate that the water meets the standard of identity requirements outlined in 21 CFR
165.110.

Inspection and Permitting: Once the district sanitarian has received notice that your product water
meets all requirements, (s)he will contact you to schedule a pre-operational inspection of your
facility. At that time, your compliance with the guidelines in the Basic Requirements for
Prospective Food Manufacturers, Processors, Packers, and Repackers document and adherence
to the approved plans will be verified. If there are any problems observed during the inspection, the
sanitarian will document these items on the inspection report and schedule a follow-up inspection.
Once any issues have been addressed and a follow-up inspection completed, the sanitarian will assist
you in completing an LHS-31 Application for Permit to Operate form, which will serve as a
temporary Permit to Operate until receipt of the official document, an approximately 3.75” x 8.5”
light blue LHS-16B form. Post your LHS-31 (and later your LHS-16B) in a conspicuous place along
with similar permit and license documents; your sanitarian will request to see it during subsequent
inspections.

Record-Keeping: A key part of subsequent inspections of your facility will be a records review
conducted by your district sanitarian. By state and federal law, you are required to maintain all
required records at the facility for at least two years. Your sanitarian will be checking for the
following records during his/her site visit: 1) records of testing of product water [and, if applicable,
source water] for contaminants as described above, 2) records of container/crown testing as
described above, 3) records of equipment maintenance and cleaning, and 4) records of
cleaning/sanitizing solution testing.






Attachments: PLEASE FIND THE FOLLOWING DOCUMENTS ATTACHED TO THIS GUIDE

BASIC REQUIREMENTS FOR FOOD MANUFACTURERS, PROCESSORS, PACKERS, AND REPACKERS
FD-1B PLANS REVIEW QUESTIONNAIRE FORM

FD-4 APPLICATION FOR A LICENSE TO USE SECONDHAND CONTAINERS

FD-9(N) APPLICATION FOR A NEW PRODUCT REGISTRATION FORM

FORM 3537 — DHHS/FDA FooD FACILITY REGISTRATION FORM

21 CFR 129 Goob MANUFACTURING PRACTICES FOR BOTTLED WATER

21 CFR 165.110 STANDARD OF IDENTITY FOR BOTTLED WATER

LSAR.S. 40: 681 — 695 (SECONDHAND CONTAINER LAW)

LSAR.S. 40: 731 - 741 (LOUISIANA BOTTLED WATER QUALITY LAW)

PART VI, TITLE 51, LOUISIANA ADMINISTRATIVE CODE (MANUFACTURING, PROCESSING,
PACKING, AND HOLDING OF FOOD, DRUGS, AND COSMETICS), SECTIONS 1,3, AND 9
TESTING REQUIREMENTS FOR BOTTLED WATER — SOURCE AND PRODUCT

NOTICE TO BOTTLED WATER MANUFACTURERS (OCTOBER 12, 2006)






DEPARTMENT OF HEALTH AND HOSPITALS

APPLICATION OFFICE OF PUBLIC HEALTH
For gy ATION FOOD AND DRUG UNIT
Rev. (7/2015) 628 N. 4™ ST./P.O. BOX 4489

BATON ROUGE, LA 70821-4489
PHONE: (225) 342-7533 * FAX: (225) 342-7672

NEW COMPANY INITIAL APPLICATION

Check the appropriate product type below:

] FOOD
(including LIDRUG [ICOSMETIC [ PROPHYLACTIC 1 SEAFOOD LIMILK/DAIRY
beverage)

Date Registration No. (For Office Use Only)

Company Contact Person Taxpayer ID Telephone No. Fax No.

Name of Manufacturer, Distributor, Packer, Processor, or Importer (EXACTLY AS IT APPEARS ON THE LABEL)

Address City State ZIP Code

If this is a private-label/copacked product, list the name of the actual manufacturer here

Address City State ZIP Code

Name of firm submitting application

Address (Mailing) City State ZIP Code

Signature of Executive Officer, Proprietor, Partner, or Agent for Service of Process Title

APPLICATION IS HEREBY MADE BY THE ABOVE-REFERENCED INDIVIDUALS/COMPANIES TO SELL OR OTHERWISE DISTRIBUTE PACKAGED FOOD,
DRUGS, COSMETICS, OR PROPHYLACTIC DEVICES IN THE STATE OF LOUISIANA, IN ACCORDANCE WITH LSA R.S. 40: 627 ET SEQ. APPLICATION
IS BEING MADE IN THE NAME OF THE RESPONSIBLE PARTY FOR THE AFOREMENTIONED PRODUCTS, WHOSE NAME AND ADDRESS APPEAR ON THE
LABELS, AS REQUIRED BY STATE AND FEDERAL LAW. YOU MUST NOTIFY THIS OFFICE IF ANY OF THE INFORMATION ON
THIS FORM CHANGES OR YOU INTEND TO CEASE DISTRIBUTION OF REGULATED PRODUCTS IN THISSTATE.

REGISTRATION FEE: EFFECTIVE OCTOBER 20, 2014, THE FEE FOR PRODUCT

REGISTRATION IS $27 PER PRODUCT UP TO A MAXIMUM PER DBA OF $270. MULTIPLY $27

BY THE NUMBER OF PRODUCTS YOU INTEND TO REGISTER OR 10 IF THE NUMBER IS Total number of products to register:
GREATER THAN 10, AND ENTER THAT NUMBER IN THE LINE TO THE RIGHT. NOTE THAT IF
YOU ARE REGISTERING MORE THAN ONE DBA, YOU MUST USE MORE THAN ONE FD-9(N).
MAKE ALL CHECKS AND MONEY ORDERS PAYABLE TO DHH. NOTE THAT WE CANNOT
ACCEPT ANY FORM OF ONLINE PAYMENT OR CREDIT/DEBIT CARD TRANSACTION AT
THIS TIME.

Fee attached

MY PRODUCTS WILL BE DISTRIBUTED THROUGH MEANS OF (CHECK ONE)
[ ] SELF-DISTRIBUTION.
[ ]1 HAVE ATTACHED A LIST OF IN-STATE DISTRIBUTORS WHO WILL BE HANDLING MY PRODUCTS.

ENSURE THAT YOU HAVE ATTACHED A PRODUCT LIST AND ELECTRONIC OR PAPER COPIES OF LABELS OR
LABEL PROOFS. INCOMPLETE REGISTRATION PACKETS WILL BE RETURNED WITHOUT PROCESSING.

FOR OFFICE USE ONLY

REGISTRATION YEAR CHECK NUMBER PROCESSED BY
SHEET NUMBER CHECK DATE CERTIFICATE TYPE
SHEET DATE REGISTRATION NUMBER
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Form Approval: OMB No. 0910-0502
Expiration Date: 5/31/2010
See OMB Statement at end of form

FDA USE ONLY

DHHS/FDA - FOOD FACILITY REGISTRATION FORM

USE BLUE OR BLACK INK ONLY

Date: (MM/DD/YYYY)

Section 1 - TYPE OF REGISTRATION

la. O DOMESTIC REGISTRATION O FOREIGN REGISTRATION

1b. O INITIAL REGISTRATION

O UPDATE OF REGISTRATION INFORMATION

If update, provide the following:
Facility Registration Number:

PIN

Check all that apply and further identify
changes in the applicable sections.

D United States Agent Change — Foreign facilities only

D Facility Name Change

D Seasonal Facility Dates of Operation Change

D Facility Address Change (see instructions)

D Type of Activity Change

D Preferred Mailing Address Change

D Type of Storage Change

D Parent Company Change

|D Human Food Product Category Change

D Emergency Contact Change

D Animal Food Product Category Change

D Trade Name Change

D Operator or Agent in Charge Change

1c. ARE YOU THE NEW OWNER OF A PREVIOUSLY REGISTERED FACILITY? Yes O No O
If “yes”, provide the following information, if known.

Previous owner’'s name:

Previous owner’s registration number:

Section 2 - FACILITY NAME / ADDRESS INFORMATION

FACILITY NAME:

FACILITY STREET ADDRESS, Line 1:

FACILITY STREET ADDRESS, Line 2:

CITY:

STATE:

ZIP CODE (POSTAL CODE):

PROVINCE/TERRITORY:

COUNTRY:

PHONE NUMBER (Include Area/Country Code):

FAX NUMBER (OPTIONAL; Include Area/ Country
Code):

E-MAIL ADDRESS (OPTIONAL):

FORM FDA 3537 (05/07)






Form Approval: OMB No. 0910-0502
Expiration Date: 5/31/2010
See OMB Statement at end of form

DHHS/FDA - FOOD FACILITY REGISTRATION FORM

Section 3 - PREFERRED MAILING ADDRESS INFORMATION complete this section only if
different from Section 2, Facility Name/Address Information (OPTIONAL)

NAME:

ADDRESS, Line 1:

ADDRESS, Line 2:

CITY: STATE:

ZIP CODE (POSTAL CODE): PROVINCE/TERRITORY:

COUNTRY: PHONE NUMBER (Include Area/ Country Code):
FAX NUMBER (Include Area/ Country Code): E-MAIL ADDRESS:

Section 4 - PARENT COMPANY NAME / ADDRESS INFORMATION (IF APPLICABLE AND IF
DIFFERENT FROM SECTIONS 2 AND 3). IF INFORMATION IS THE SAME AS ANOTHER

SECTION, CHECK WHICH SECTION:  SECTION 2 O or SECTION 3 O

NAME OF PARENT COMPANY:

STREET ADDRESS OF PARENT COMPANY, Line 1:

STREET ADDRESS OF PARENT COMPANY, Line 2:

CITY: STATE:
ZIP CODE (POSTAL CODE): PROVINCE/TERRITORY:
COUNTRY: PHONE NUMBER (Include Area/ Country Code):
EA)d( I;IUMBER (OPTIONAL; Include Area/Country E-MAIL ADDRESS (OPTIONAL):
ode):

Section 5 - FACILITY EMERGENCY CONTACT INFORMATION

(OPTIONAL FOR FOREIGN FACILITIES; FDA WILL USE YOUR U.S. AGENT AS YOUR EMERGENCY CONTACT UNLESS
YOU CHOOSE TO DESIGNATE A DIFFERENT CONTACT HERE.)

INDIVIDUAL’'S NAME (OPTIONAL):

TITLE (OPTIONAL): EMERGENCY CONTACT PHONE (Include area/ country code):

E-MAIL ADDRESS (OPTIONAL):

FORM FDA 3537 (05/07) 2





Form Approval: OMB No. 0910-0502
Expiration Date: 5/31/2010
See OMB Statement at end of form

DHHS/FDA - FOOD FACILITY REGISTRATION FORM

Section 6 — TRADE NAMES (IF THIS FACILITY USES TRADE NAMES OTHER THAN THAT LISTED IN SECTION 2
ABOVE, LIST THEM BELOW (E.G., “ALSO DOING BUSINESS AS,” “FACILITY ALSO KNOWN AS”):

ALTERNATE TRADE NAME #1:

ALTERNATE TRADE NAME #2:

ALTERNATE TRADE NAME #3:

ALTERNATE TRADE NAME #4:

Section 7 - UNITED STATES AGENT (TO BE COMPLETED BY FACILITIES LOCATED OUTSIDE ANY STATE OR
TERRITORY OF THE UNITED STATES, THE DISTRICT OF COLUMBIA, OR THE COMMONWEALTH OF PUERTO RICO.)

NAME OF U.S. AGENT:

TITLE (OPTIONAL):

ADDRESS, Line 1:

ADDRESS, Line 2:

CITY: STATE: ZIP CODE:

U.S. AGENT PHONE NUMBER (Include Area Code): EMERGENCY CONTACT PHONE NUMBER (Include Area Code):

FAX NUMBER (OPTIONAL; Include Area Code): E-MAIL ADDRESS (OPTIONAL):

Section 8 - SEASONAL FACILITY DATES OF OPERATION

(GIVE THE APPROXIMATE DATES THAT YOUR FACILITY IS OPEN FOR BUSINESS, IF ITS OPERATIONS
ARE ON A SEASONAL BASIS) (OPTIONAL)

DATES OF OPERATION:

FORM FDA 3537 (05/07) 3





Form Approval: OMB No. 0910-0502
Expiration Date: 5/31/2010
See OMB Statement at end of form

DHHS/FDA - FOOD FACILITY REGISTRATION FORM

Section 9 - TYPE OF ACTIVITY CONDUCTED AT THE FACILITY

(CHECK ALL TYPES OF OPERATIONS THAT ARE PERFORMED AT THIS FACILITY REGARDING THE
MANUFACTURING/PROCESSING, PACKING OR HOLDING OF FOOD) (OPTIONAL)

D Warehouse / Holding Facility (e.g., storage facilities, including storage tanks, grain elevators)

DAcidified / Low Acid Food Processor

DLabeIer / Relabeler

Dlnterstate Conveyance Caterer/Catering Point

DManufacturer / Processor

DMolluscan Shellfish Establishment

D Repacker / Packer

DCommissary

DSaIvage Operator (Reconditioner)

DContract Sterilizer

DAnimaI food manufacturer / processor / holder

Section 10 — TYPE OF STORAGE (FOR FACILITIES THAT ARE PRIMARILY HOLDERS) (OPTIONAL)

D Ambient (neither frozen nor refrigerated)
Storage

Refrigerated Storage

D Frozen Storage

Section 11a - GENERAL PRODUCT CATEGORIES - FOOD FOR HUMAN CONSUMPTION
To be completed by all food facilities. Please see instructions for further examples.
IE NONE OF THE MANDATORY CATEGORIES BELOW APPLY, SELECT BOX 37.

Dl. ALCOHOLIC BEVERAGES
[21 CFR 170.3 (n) (2)]

D 2. BABY (INFANT AND JUNIOR) FOOD PRODUCTS

Including Infant Formula
(Optional Selection)

[21 CFR 170.3 (n) (1), (9)]

D4. BEVERAGE BASES
[21 CFR 170.3 () (3), (16), (35)]

Ds. CANDY WITHOUT CHOCOLATE, CANDY
SPECIALITIES & CHEWING GUM
[21 CFR 170.3 (n) (6), (9), (25), (38)]

QUICK COOKING/INSTANT CEREALS
[21 CFR 170.3 () (4)]

D3. BAKERY PRODUCTS, DOUGH MIXES, OR ICINGS

|D6. CEREAL PREPARATIONS, BREAKFAST FOODS,

7. CHEESE AND CHEESE PRODUCTS
[21 CFR 170.3 () (5)]

8. CHOCOLATE AND COCOA PRODUCTS
[21 CFR 170.3 (n) (3), (9), (38), (43)]

9. COFFEE AND TEA
[21 CFR 170.3 (n) (3), (7)]

|D10. COLOR ADDITIVES FOR FOODS
[21 CFR 170.3 (0) (4)]

11. DIETARY CONVENTIONAL FOODS OR MEAL
REPLACEMENTS (includes Medical Foods)
[21 CFR 170.3 (n) (31)]

FORM FDA 3537 (05/07)






Form Approval: OMB No. 0910-0502
Expiration Date: 5/31/2010
See OMB Statement at end of form

DHHS/FDA - FOOD FACILITY REGISTRATION FORM

Section 11a - GENERAL PRODUCT CATEGORIES - FOOD FOR HUMAN CONSUMPTION
(CONTINUED)

To be completed by all food facilities. Please see instructions for further examples.
IF NONE OF THE MANDATORY CATEGORIES BELOW APPLY, SELECT BOX 37.

12. DIETARY SUPPLEMENTS

Proteins, Amino Acids, Fats and Lipid Substances
[21 CFR 170.3 (o) (20)]

D Vitamins and Minerals [21 CFR 170.3 (0) (20)]

D Animal By-Products and Extracts (Optional Selection)
D Herbals and Botanicals (Optional Selection)

13. DRESSINGS AND CONDIMENTS
[21 CFR 170.3 (n) (8), (12)]

D14. FISHERY/SEAFOOD PRODUCTS
[21 CFR 170.3 (n) (13), (15), (39), (40)]

Dls. FOOD ADDITIVES, GENERALLY RECOGNIZED AS
SAFE (GRAS) INGREDIENTS, OR OTHER
INGREDIENTS USED FOR PROCESSING
[21 CFR 170.3 (n) (42); 21 CFR 170.3 (0) (1),

(2), (3), (5), (6), (7), (8), (9), (10), (11), (12), (13),
(14), (15), (16), (17), (18), (19), (22), (23), (24),
(25), (26), (27), (28), (29), (30), (31), (32)

|D16. FOOD SWEETENERS (NUTRITIVE)
[21 CFR 170.3 (n) (9), (41), 21 CFR 170.3 (0) (21)]

Dl?. FRUITS AND FRUIT PRODUCTS
[21 CFR 170.3 (n) (16), (27), (28), (35), (43)]

DlS. GELATIN, RENNET, PUDDING MIXES, OR PIE
FILLINGS [21 CFR 170.3 (n) (22)]

DlQ. ICE CREAM AND RELATED PRODUCTS
[21 CFR 170.3 (n) (20), (21)]

|D20. IMITATION MILK PRODUCTS
[21 CFR 170.3 (n) (10)]

DZl. MACARONI OR NOODLE PRODUCTS
[21 CFR 170.3 (n) (23)]

Dzz. MEAT, MEAT PRODUCTS AND POULTRY
(FDA REGULATED)
[21 CFR 170.3 (n) (17), (18), (29), (34), (39), (40)]

|| 23. MILK, BUTTER, OR DRIED MILK PRODUCTS

[21 CFR 170.3 (n) (12), (30), (31)]

| 24. MULTIPLE FOOD DINNERS, GRAVIES, SAUCES AND
SPECIALTIES [21 CFR 170.3 (n) (11), (14), (17), (18),
(23), (24), (29), (34), (40)]

25. NUT AND EDIBLE SEED PRODUCTS
[21 CFR 170.3 (n) (26), (32)]

D 26. PREPARED SALAD PRODUCTS
[21 CFR 170.3 (n) (11), (17), (18), (22), (29), (34), (35)]

27. SHELL EGG AND EGG PRODUCTS
[21 CFR 170.3 (n) (11), (14)]

Dze. SNACK FOOD ITEMS (FLOUR, MEAL OR
VEGETABLE BASE) [21 CFR 170.3 (n) (37)]

D 29. SPICES, FLAVORS, AND SALTS
[21 CFR 170.3 () (26)]

Dso. SOUPS

[21 CFR 170.3 (n) (39), (40)]

D 31. SOFT DRINKS AND WATERS
[21 CFR 170.3 (n) (3), (35)]

D 32. VEGETABLES AND VEGETABLE PRODUCTS
[21 CFR 170.3 (n) (19), (36)]

Dss. VEGETABLE OILS (INCLUDES OLIVE OIL)
[21 CFR 170.3 (n) (12)]

D34. VEGETABLE PROTEIN PRODUCTS (SIMULATED
MEATS)
[21 CFR 170.3 (n) (33)]

D 35. WHOLE GRAINS, MILLER GRAIN PRODUCTS
(FLOURS),OR STARCH
[21 CFR 170.3 (n) (1), (23)]

D 36. MOST/ALL HUMAN FOOD PRODUCT CATEGORIES
(Optional Selection)

D 37. NONE OF THE ABOVE MANDATORY CATEGORIES

FORM FDA 3537 (05/07)
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DHHS/FDA - FOOD FACILITY REGISTRATION FORM

(OPTIONAL)

Section 11b - GENERAL PRODUCT CATEGORIES — FOOD FOR ANIMAL CONSUMPTION

1. GRAIN PRODUCTS (E.G., BARLEY, GRAIN
SORGHUMS, MAIZE, OAT, RICE, RYE AND
WHEAT)

D 2. OILSEED PRODUCTS (E.G., COTTONSEED,
SOYBEANS, OTHER OIL SEEDS)
mf

1.
-
Ll
g
e
D 9. DISTILLERY PRODUCTS
Dlo.
,Dll.
.

D 13. MARINE PRODUCTS

ALFALFA AND LESPEDEZA PRODUCT

AMINO ACID

ANIMAL-DERIVED PRODUCTS

BREWER PRODUCTS

CHEMICAL PRESERVATIVES

CITRUS PRODUCTS

ENZYMES

FATS AND OILS

FERMENTATION PRODUCTS

D 14.

D 15.
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Dl?.
DlB.
T
[T
DZI.

[z
-

Jea.
Dzs.

Dzs.

MILK PRODUCTS

MINERALS

MISCELLANEOUS AND SPECIAL PURPOSE PRODUCTS
MOLASSES
NON-PROTEIN NITROGEN PRODUCTS

PEANUT PRODUCTS

RECYCLED ANIMAL WASTE PRODUCTS
SCREENINGS

VITAMINS

YEAST PRODUCTS

MIXED FEED (POULTRY, LIVESTOCK, AND EQUINE)

PET FOOD

MOST/ALL ANIMAL FOOD PRODUCT CATEGORIES

Section 12 - OWNER, OPERATOR, OR AGENT IN CHARGE INFORMATION

NAME OF ENTITY OR INDIVIDUAL WHO IS THE OWNER, OPERATOR, OR AGENT IN CHARGE

SECTION 2 O

PROVIDE THE FOLLOWING INFORMATION, IF DIFFERENT FROM ALL OTHER SECTIONS ON THE FORM. IF
INFORMATION IS THE SAME AS ANOTHER SECTION OF THE FORM, CHECK WHICH SECTION:

SECTION 3 O

SECTION 4 O SECTION 7 O

STREET ADDRESS, Line 1:

STREET ADDRESS, Line 2:

CITY:

STATE:

ZIP CODE (POSTAL CODE):

PROVINCE/TERRITORY:

COUNTRY:

PHONE NUMBER (Include Area/Country Code):

FAX NUMBER (OPTIONAL; Include Area/ Country
Code):

E-MAIL

ADDRESS (OPTIONAL):

FORM FDA 3537 (05/07)






Form Approval: OMB No. 0910-0502
Expiration Date: 5/31/2010
See OMB Statement at end of form

DHHS/FDA - FOOD FACILITY REGISTRATION FORM

Section 13 - CERTIFICATION STATEMENT

The owner, operator, or agent in charge of the facility, or an individual authorized by the owner, operator, or agent in charge
of the facility, must submit this form. By submitting this form to FDA, or by authorizing an individual to submit this form to FDA, the
owner, operator, or agent in charge of the facility certifies that the above information is true and accurate. An individual (other than the
owner, operator, or agent in charge of the facility) who submits the form to the FDA also certifies that the above information submitted
is true and accurate and that he/she is authorized to submit the registration on the facility's behalf. An individual authorized by the
owner, operator, or agent in charge must below identify by name the individual who authorized submission of the registration. Under
18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal
penalties.

SIGNATURE OF SUBMITTER

PRINT NAME OF THE SUBMITTER

CHECK ONE BOX: O A. OWNER, OPERATOR OR AGENT IN CHARGE (STOP HERE, FORM IS COMPLETED)

O B. INDIVIDUAL AUTHORIZED TO SUBMIT THE REGISTRATION (FILL IN BELOW)

IF YOU CHECKED BOX B ABOVE, INDICATE WHO AUTHORIZED YOU TO SUBMIT THE REGISTRATION:

O OWNER, OPERATOR, OR AGENT IN CHARGE (STOP HERE, FORM IS COMPLETED)

O NAME OF INDIVIDUAL WHO AUTHORIZED
REGISTRATION ON BEHALF OF OWNER, OPERATOR, OR AGENT IN CHARGE (FILL IN ADDRESS BELOW)

ADDRESS INFORMATION FOR THE AUTHORIZING INDIVIDUAL:

AUTHORIZING INDIVIDUAL STREET ADDRESS, Line 1:

AUTHORIZING INDIVIDUAL STREET ADDRESS, Line 2:

CITY: STATE:

ZIP CODE (POSTAL CODE): PROVINCE/TERRITORY:

COUNTRY: PHONE NUMBER (Include Area/Country Code):
FAé( I;IUMBER (OPTIONAL; Include Area/ Country E-MAIL ADDRESS (OPTIONAL):

Code):

MAIL COMPLETED FORM TO U.S. FOOD AND DRUG ADMINISTRATION, HFS-681, 5600 FISHERS LANE,
ROCKVILLE, MD 20857, OR FAX IT TO (301) 210-0247.

FDA USE ONLY

DATE REGISTRATION FORM RECEIVED DATE NOTIFICATION SENT TO FACILITY

Public reporting burden for this collection of information is estimated to average between 1 and 12 hours per response,
including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services An agency may not conduct or sponsor, and a
Food and Drug Administration person is not required to respond to a collection of
CFSAN/PRB Comments HFS-024 information unless it displays a currently valid
5100 Paint Branch Parkway OMB control number

College Park, MD 20740-3835

FORM FDA 3537 (05/07) 7
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