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§ 211.101

heat or other conditions that might adversely affect the component, drug
product container, or closure.
§ 211.89 Rejected components, drug
product containers, and closures.
Rejected components, drug product
containers, and closures shall be identified and controlled under a quarantine system designed to prevent
their use in manufacturing or processing operations for which they are
unsuitable.
§ 211.94 Drug product containers and
closures.
(a) Drug product containers and closures shall not be reactive, additive, or
absorptive so as to alter the safety,
identity, strength, quality, or purity of
the drug beyond the official or established requirements.
(b) Container closure systems shall
provide adequate protection against
foreseeable external factors in storage
and use that can cause deterioration or
contamination of the drug product.
(c) Drug product containers and closures shall be clean and, where indicated by the nature of the drug, sterilized
and
processed
to
remove
pyrogenic properties to assure that
they are suitable for their intended
use. Such depyrogenation processes
shall be validated.
(d) Standards or specifications, methods of testing, and, where indicated,
methods of cleaning, sterilizing, and
processing to remove pyrogenic properties shall be written and followed for
drug product containers and closures.
[43 FR 45077, Sept. 29, 1978, as amended at 73
FR 51932, Sept. 8, 2008]
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Subpart F—Production and
Process Controls
§ 211.100 Written procedures; deviations.
(a) There shall be written procedures
for production and process control designed to assure that the drug products
have the identity, strength, quality,
and purity they purport or are represented to possess. Such procedures
shall include all requirements in this
subpart. These written procedures, including any changes, shall be drafted,
reviewed, and approved by the appro-

priate organizational units and reviewed and approved by the quality
control unit.
(b) Written production and process
control procedures shall be followed in
the execution of the various production
and process control functions and shall
be documented at the time of performance. Any deviation from the written
procedures shall be recorded and justified.
§ 211.101 Charge-in of components.
Written production and control procedures shall include the following,
which are designed to assure that the
drug products produced have the identity, strength, quality, and purity they
purport or are represented to possess:
(a) The batch shall be formulated
with the intent to provide not less than
100 percent of the labeled or established
amount of active ingredient.
(b) Components for drug product
manufacturing shall be weighed, measured, or subdivided as appropriate. If a
component is removed from the original container to another, the new container shall be identified with the following information:
(1) Component name or item code;
(2) Receiving or control number;
(3) Weight or measure in new container;
(4) Batch for which component was
dispensed, including its product name,
strength, and lot number.
(c) Weighing, measuring, or subdividing operations for components shall
be adequately supervised. Each container of component dispensed to manufacturing shall be examined by a second person to assure that:
(1) The component was released by
the quality control unit;
(2) The weight or measure is correct
as stated in the batch production
records;
(3) The containers are properly identified. If the weighing, measuring, or
subdividing operations are performed
by automated equipment under § 211.68,
only one person is needed to assure
paragraphs (c)(1), (c)(2), and (c)(3) of
this section.
(d) Each component shall either be
added to the batch by one person and
verified by a second person or, if the
components are added by automated
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