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food-contact surfaces, or food-pack-
aging materials with clothing or per-
sonal contact.

(5) Provide adequate lighting in
hand-washing areas, dressing and lock-
er rooms, and toilet rooms and in all
areas where food is examined, manu-
factured, processed, packed, or held
and where equipment or utensils are
cleaned; and provide shatter-resistant
light bulbs, fixtures, skylights, or
other glass suspended over exposed
food in any step of preparation or oth-
erwise protect against food contamina-
tion in case of glass breakage.

(6) Provide adequate ventilation or
control equipment to minimize dust,
odors and vapors (including steam and
noxious fumes) in areas where they
may cause allergen cross-contact or
contaminate food; and locate and oper-
ate fans and other air-blowing equip-
ment in a manner that minimizes the
potential for allergen cross-contact and
for contaminating food, food-packaging
materials, and food-contact surfaces.

(7) Provide, where necessary, ade-
quate screening or other protection
against pests.

§117.35 Sanitary operations.

(a) General maintenance. Buildings,
fixtures, and other physical facilities
of the plant must be maintained in a
clean and sanitary condition and must
be kept in repair adequate to prevent
food from becoming adulterated. Clean-
ing and sanitizing of utensils and
equipment must be conducted in a
manner that protects against allergen
cross-contact and against contamina-
tion of food, food-contact surfaces, or
food-packaging materials.

(b) Substances used in cleaning and
saniticing; storage of toxic materials. (1)
Cleaning compounds and sanitizing
agents used in cleaning and sanitizing
procedures must be free from undesir-
able microorganisms and must be safe
and adequate under the conditions of
use. Compliance with this requirement
must be verified by any effective
means, including purchase of these sub-
stances under a letter of guarantee or
certification or examination of these
substances for contamination. Only the
following toxic materials may be used
or stored in a plant where food is proc-
essed or exposed:

21 CFR Ch. | (4-1-25 Edition)

(i) Those required to maintain clean
and sanitary conditions;

(ii) Those necessary for use in labora-
tory testing procedures;

(iii) Those necessary for plant and
equipment maintenance and operation;
and

(iv) Those necessary for use in the
plant’s operations.

(2) Toxic cleaning compounds, sani-
tizing agents, and pesticide chemicals
must be identified, held, and stored in
a manner that protects against con-
tamination of food, food-contact sur-
faces, or food-packaging materials.

(c) Pest control. Pests must not be al-
lowed in any area of a food plant.
Guard, guide, or pest-detecting dogs
may be allowed in some areas of a
plant if the presence of the dogs is un-
likely to result in contamination of
food, food-contact surfaces, or food-
packaging materials. Effective meas-
ures must be taken to exclude pests
from the manufacturing, processing,
packing, and holding areas and to pro-
tect against the contamination of food
on the premises by pests. The use of
pesticides to control pests in the plant
is permitted only under precautions
and restrictions that will protect
against the contamination of food,
food-contact surfaces, and food-pack-
aging materials.

(d) Sanitation of food-contact surfaces.
All food-contact surfaces, including
utensils and food-contact surfaces of
equipment, must be cleaned as fre-
quently as necessary to protect against
allergen cross-contact and against con-
tamination of food.

(1) Food-contact surfaces used for
manufacturing/processing, packing, or
holding low-moisture food must be in a
clean, dry, sanitary condition before
use. When the surfaces are wet-cleaned,
they must, when necessary, be sani-
tized and thoroughly dried before sub-
sequent use.

(2) In wet processing, when cleaning
is necessary to protect against allergen
cross-contact or the introduction of
microorganisms into food, all food-con-
tact surfaces must be cleaned and sani-
tized before use and after any interrup-
tion during which the food-contact sur-
faces may have become contaminated.
Where equipment and utensils are used
in a continuous production operation,
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the utensils and food-contact surfaces
of the equipment must be cleaned and
sanitized as necessary.

(3) Single-service articles (such as
utensils intended for one-time use,
paper cups, and paper towels) must be
stored, handled, and disposed of in a
manner that protects against allergen
cross-contact and against contamina-
tion of food, food-contact surfaces, or
food-packaging materials.

(e) Sanitation of non-food-contact sur-
faces. Non-food-contact surfaces of
equipment used in the operation of a
food plant must be cleaned in a manner
and as frequently as necessary to pro-
tect against allergen cross-contact and
against contamination of food, food-
contact surfaces, and food-packaging
materials.

(f) Storage and handling of cleaned
portable equipment and utensils. Cleaned
and sanitized portable equipment with
food-contact surfaces and utensils
must be stored in a location and man-
ner that protects food-contact surfaces
from allergen cross-contact and from
contamination.

§117.37 Sanitary facilities and con-
trols.

Each plant must be equipped with
adequate sanitary facilities and accom-
modations including:

(a) Water supply. The water supply
must be adequate for the operations in-
tended and must be derived from an
adequate source. Any water that con-
tacts food, food-contact surfaces, or
food-packaging materials must be safe
and of adequate sanitary quality. Run-
ning water at a suitable temperature,
and under pressure as needed, must be
provided in all areas where required for
the processing of food, for the cleaning
of equipment, utensils, and food-pack-
aging materials, or for employee sani-
tary facilities.

(b) Plumbing. Plumbing must be of
adequate size and design and ade-
quately installed and maintained to:

(1) Carry adequate quantities of
water to required locations throughout
the plant.

(2) Properly convey sewage and liquid
disposable waste from the plant.

(3) Avoid constituting a source of
contamination to food, water supplies,

§117.40

equipment, or utensils or creating an
unsanitary condition.

(4) Provide adequate floor drainage in
all areas where floors are subject to
flooding-type cleaning or where normal
operations release or discharge water
or other liquid waste on the floor.

(5) Provide that there is not backflow
from, or cross-connection between, pip-
ing systems that discharge waste water
or sewage and piping systems that
carry water for food or food manufac-
turing.

(c) Sewage disposal. Sewage must be
disposed of into an adequate sewerage
system or disposed of through other
adequate means.

(d) Toilet facilities. Each plant must
provide employees with adequate, read-
ily accessible toilet facilities. Toilet
facilities must be kept clean and must
not be a potential source of contamina-
tion of food, food-contact surfaces, or
food-packaging materials.

(e) Hand-washing facilities. Each plant
must provide hand-washing facilities
designed to ensure that an employee’s
hands are not a source of contamina-
tion of food, food-contact surfaces, or
food-packaging materials, by providing
facilities that are adequate, conven-
ient, and furnish running water at a
suitable temperature.

(f) Rubbish and offal disposal. Rubbish
and any offal must be so conveyed,
stored, and disposed of as to minimize
the development of odor, minimize the
potential for the waste becoming an at-
tractant and harborage or breeding
place for pests, and protect against
contamination of food, food-contact
surfaces, food-packaging materials,
water supplies, and ground surfaces.

§117.40 Equipment and utensils.

(a)(1) All plant equipment and uten-
sils used in manufacturing, processing,
packing, or holding food must be so de-
signed and of such material and work-
manship as to be adequately cleanable,
and must be adequately maintained to
protect against allergen cross-contact
and contamination.

(2) Equipment and utensils must be
designed, constructed, and used appro-
priately to avoid the adulteration of
food with lubricants, fuel, metal frag-
ments, contaminated water, or any
other contaminants.
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