§111.77

and labeled dietary supplements to de-
termine whether you used the specified
packaging and applied the specified
label.

(h)(1) You must ensure that the tests
and examinations that you use to de-
termine whether the specifications are
met are appropriate, scientifically
valid methods.

(2) The tests and examinations that
you use must include at least one of
the following:

(i) Gross organoleptic analysis;

(ii) Macroscopic analysis;

(iii) Microscopic analysis;

(iv) Chemical analysis; or

(v) Other scientifically valid meth-
ods.

(i) You must establish corrective ac-
tion plans for use when an established
specification is not met.

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

§111.77 What must you do if estab-
lished specifications are not met?

(a) For specifications established
under §111.70(a), (b)(2), (b)(3), (c), (d),
(e), and (g) that you do not meet, qual-
ity control personnel, in accordance
with the requirements in subpart F of
this part, must reject the component,
dietary supplement, package or label
unless such personnel approve a treat-
ment, an in-process adjustment, or re-
processing that will ensure the quality
of the finished dietary supplement and
that the dietary supplement is pack-
aged and labeled as specified in the
master manufacturing record. No fin-
ished batch of dietary supplements
may be released for distribution unless
it complies with §111.123(b).

(b) For specifications established
under §111.70(b)(1) that you do not
meet, quality control personnel must
reject the component and the compo-
nent must not be used in manufac-
turing the dietary supplement.

(c) For specifications established
under §111.70(f) that you do not meet,
quality control personnel must reject
the product and the product may not
be packaged or labeled for distribution
as a dietary supplement.

21 CFR Ch. | (4-1-08 Edition)

§111.80 What representative samples
must you collect?

The representative samples that you
must collect include:

(a) Representative samples of each
unique lot of components, packaging,
and labels that you use to determine
whether the components, packaging,
and labels meet specifications estab-
lished in accordance with §111.70(b) and
(d), and as applicable, §111.70(a) (and,
when you receive components, pack-
aging, or labels from a supplier, rep-
resentative samples of each unique
shipment, and of each unique lot with-
in each unique shipment);

(b) Representative samples of in-
process materials for each manufac-
tured batch at points, steps, or stages,
in the manufacturing process as speci-
fied in the master manufacturing
record where control is necessary to
ensure the identity, purity, strength,
and composition of dietary supple-
ments to determine whether the in-
process materials meet specifications
established in accordance with
§111.70(c), and as applicable, §111.70(a);

(c) Representative samples of a sub-
set of finished batches of each dietary
supplement that you manufacture,
which you identify through a sound
statistical sampling plan (or otherwise
every finished batch), before releasing
for distribution to verify that the fin-
ished batch of dietary supplement
meets product specifications estab-
lished in accordance with §111.70(e),
and as applicable, §111.70(a);

(d) Representative samples of each
unique shipment, and of each unique
lot within each unique shipment, of
product that you receive for packaging
or labeling as a dietary supplement
(and for distribution rather than for re-
turn to the supplier) to determine
whether the received product meets
specifications established in accord-
ance with §111.70(f), and as applicable,
§111.70(a); and

(e) Representative samples of each
lot of packaged and labeled dietary
supplements to determine whether the
packaging and labeling of the finished
packaged and labeled dietary supple-
ments meet specifications established
in accordance with §111.70(g), and as
applicable, §111.70(a).
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