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§111.95

(c) Any batch of dietary supplement
that is reprocessed, that contains com-
ponents that you have treated, or to
which you have made in-process adjust-
ments to make them suitable for use in
the manufacture of the dietary supple-
ment must be approved by quality con-
trol personnel and comply with
§111.123(b) before releasing for distribu-
tion.

§111.95 Under this subpart E, what
records must you make and keep?

(a) You must make and keep records
required under this subpart E in ac-
cordance with subpart P of this part.

(b) Under this subpart E, you must
make and keep the following records:

(1) The specifications established;

(2) Documentation of your qualifica-
tion of a supplier for the purpose of re-
lying on the supplier’s certificate of
analysis;

(3) Documentation for why meeting
in-process specifications, in combina-
tion with meeting component speci-
fications, helps ensure that the dietary
supplement meets the specifications
for identity, purity, strength, and com-
position; and for limits on those types
of contamination that may adulterate
or may lead to adulteration of the fin-
ished batch of the dietary supplement;
and

(4) Documentation for why the re-
sults of appropriate tests or examina-
tions for the product specifications se-
lected under §111.75(c)(1) ensure that
the dietary supplement meets all prod-
uct specifications;

(5) Documentation for why any com-
ponent and in-process testing, exam-
ination, or monitoring, and any other
information, will ensure that a product
specification that is exempted under
§111.75(d) is met without verification
through periodic testing of the finished
batch, including documentation that
the selected specifications tested or ex-
amined under §111.75 (¢)(1) are not able
to verify that the production and proc-
ess control system is producing a die-
tary supplement that meets the ex-
empted product specification and there
is no scientifically valid method for
testing or examining such exempted
product specification at the finished
batch stage.
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(6) Documentation of FDA’s response
to a  petition submitted under
§111.75(a)(1)(ii) providing for an exemp-
tion from the provisions of
§111.75(a)(1)(1).

[72 FR 34942, June 25, 2007, as amended at 72
FR 34968, June 25, 2007]

Subpart F—Production and Proc-
ess Control System: Require-
ments for Quality Control

§111.103 What are the requirements
under this subpart F for written
procedures?

You must establish and follow writ-
ten procedures for the responsibilities
of the quality control operations, in-
cluding written procedures for con-
ducting a material review and making
a disposition decision, and for approv-
ing or rejecting any reprocessing.

§111.105 What must quality control
personnel do?

Quality control personnel must en-
sure that your manufacturing, pack-
aging, labeling, and holding operations
ensure the quality of the dietary sup-
plement and that the dietary supple-
ment is packaged and labeled as speci-
fied in the master manufacturing
record. To do so, quality control per-
sonnel must perform operations that
include:

(a) Approving or rejecting all proc-
esses, specifications, written proce-
dures, controls, tests, and examina-
tions, and deviations from or modifica-
tions to them, that may affect the
identity, purity, strength, or composi-
tion of a dietary supplement;

(b) Reviewing and approving the doc-
umentation setting forth the basis for
qualification of any supplier;

(c) Reviewing and approving the doc-
umentation setting forth the basis for
why meeting in-process specifications,
in combination with meeting compo-
nent specifications, will help ensure
that the identity, purity, strength, and
composition of the dietary supplement
are met;

(d) Reviewing and approving the doc-
umentation setting forth the basis for
why the results of appropriate tests or
examinations for each product speci-
fication selected under §111.75(c)(1) will
ensure that the finished batch of the
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