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§ 111.370

Subpart K—Production and Process Control System: Requirements for Manufacturing Operations
§ 111.353 What are the requirements
under this subpart K for written
procedures?
You must establish and follow written procedures for manufacturing operations.
§ 111.355 What are the design requirements for manufacturing operations?
You must design or select manufacturing processes to ensure that product
specifications are consistently met.
§ 111.360 What are the requirements
for sanitation?
You must conduct all manufacturing
operations in accordance with adequate
sanitation principles.
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§ 111.365 What precautions must you
take to prevent contamination?
You must take all the necessary precautions during the manufacture of a
dietary supplement to prevent contamination of components or dietary
supplements. These precautions include:
(a) Performing manufacturing operations under conditions and controls
that protect against the potential for
growth of microorganisms and the potential for contamination;
(b) Washing or cleaning components
that contain soil or other contaminants;
(c) Using water that, at a minimum,
complies with the applicable Federal,
State, and local requirements and does
not contaminate the dietary supplement when the water may become a
component of the finished batch of dietary supplement;
(d) Performing chemical, microbiological, or other testing, as necessary to prevent the use of contaminated components;
(e) Sterilizing, pasteurizing, freezing,
refrigerating, controlling hydrogen-ion
concentration (pH), controlling humidity, controlling water activity (aw), or
using any other effective means to remove, destroy, or prevent the growth

of microorganisms and prevent decomposition;
(f) Holding components and dietary
supplements that can support the rapid
growth of microorganisms of public
health significance in a manner that
prevents the components and dietary
supplements from becoming adulterated;
(g) Identifying and holding any components or dietary supplements, for
which a material review and disposition decision is required, in a manner
that protects components or dietary
supplements that are not under a material review against contamination
and mixups with those that are under a
material review;
(h) Performing mechanical manufacturing steps (such as cutting, sorting,
inspecting, shredding, drying, grinding,
blending, and sifting) by any effective
means to protect the dietary supplements against contamination, by, for
example:
(1) Cleaning and sanitizing contact
surfaces;
(2) Using temperature controls; and
(3) Using time controls.
(i) Using effective measures to protect against the inclusion of metal or
other foreign material in components
or dietary supplements, by, for example:
(1) Filters or strainers,
(2) Traps,
(3) Magnets, or
(4) Electronic metal detectors.
(j) Segregating and identifying all
containers for a specific batch of dietary supplements to identify their contents and, when necessary, the phase of
manufacturing; and
(k) Identifying all processing lines
and major equipment used during manufacturing to indicate their contents,
including the name of the dietary supplement and the specific batch or lot
number and, when necessary, the phase
of manufacturing.
§ 111.370 What requirements apply to
rejected dietary supplements?
You must clearly identify, hold, and
control under a quarantine system for
appropriate disposition any dietary
supplement that is rejected and unsuitable for use in manufacturing, packaging, or labeling operations.
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