Pt 211

(14) The term medicated premix means
a Type A medicated article as defined
in §558.3 of this chapter. The article
contains. one or more drugs as defined
in section 201{g) of the act. The manu-
facture of ‘medicated -premixes is sub-
ject to the requirements of part 226 of
this chapter. )

(15) Quality control unit means any
person or organizational element des-
‘ignated by the firm to be responsible
for the duties relating to quality con-
trol. -

(16) Strength means:

(i) The concentration of the drug sub-
stance (for example, weight/weight,
weight/velume, or unit dose/volume
basis), and/or

(ii) The potency, that is, the thera-
peutic activity of the drug product as
indicated by appropriate laboratory
tests or by adequately developed and
controlled clinical data (expressed, for
example, in terms of units by reference
to a standard). ‘

(17) Thegretical yield means the quan-
tity that would be produced at any ap-
propriate phase of manufacture, proc-
essing, or packing of a particular drug
product, based upon’the quantity of
components to be used, in the absence
of any loss or error in actual produc-
tion. .

(18) Acrual yield means the quantity
that is actually produted at any appro-
priate phase of manufacture, proc-
essing, or packing of a particular drug
product.

(19) Percentage of theoretical yield
means the ratio of the actual yield (at
any appropriate phase of manufacture,
processing, or packing of a particular
drug product) to the theoretical yileld
(at the same phase), stated as a per-
centage. '

(20)  Acceptance eriteria means the
product. specifications and acceptance/
rejection criteria, such as acceptable
quality level and unacceptable quality
level, with an associated sampling
plan, that are necessary for making a
decision to accept or reject a lot or
batch (or’ any other convenient sub-
groups of manufactured units).

(21) Representative sample means a
sample that consists of a number of
units that are drawn based on rdtional
criteria such as random sampling and
intended to assure that the sample ac-
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curately portrays the material being
sampied. . .

(22) :Gang-printed labeling means la-
beling derived from a sheet of material
on which more ‘than one item of label-

ing is printed. | .

[43 FR 45076, Sept. 29, 1978, as amended at 51
FR 7389, Mar. 3, 1986; 58 FR 41353, Aug. 3, 1993]
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