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stages of the processing; and the deter-
mination of the finished yield, shall be 
performed by one or more competent, 
responsible individuals. If such steps in 
the processing are controlled by preci-
sion, automatic, mechanical, or elec-
tronic equipment, their proper per-
formance shall be adequately checked 
by one or more competent, responsible 
individuals. 

(b) All containers to be used for undi-
luted drugs, drug components, inter-
mediate mixtures thereof, and Type A 
medicated article(s) shall be received, 
adequately identified, and properly 
stored and handled in a manner ade-
quate to avoid mixups and contamina-
tion. 

(c) Equipment, including dust-con-
trol and other equipment, such as that 
used for holding and returning recov-
ered or flush-out materials back into 
production, shall be maintained and 
operated in a manner to avoid contami-
nation of the Type A medicated arti-
cle(s) and to insure the integrity of the 
finished product. 

(d) Competent and responsible per-
sonnel shall check actual against theo-
retical yield of a batch of Type A medi-
cated article(s), and, in the event of 
any significant discrepancies, key per-
sonnel shall prevent distribution of the 
batch in question and other associated 
batches of Type A medicated article(s) 
that may have been involved in a 
mixup with it. 

(e) Adequate procedures for cleaning 
of those parts of storage, mixing con-
veying and other equipment coming in 
contact with the drug component of 
the Type A medicated article(s) shall 
be used to avoid contamination of Type 
A medicated article(s). 

(f) If there is sequential production of 
batches of a Type A medicated arti-
cle(s) containing the same drug compo-
nent (or components) at the same or 
lower levels, there shall be sufficient 
safeguards to avoid any buildup above 
the specified levels of the drug compo-
nents in any of the batches of the Type 
A medicated article(s). 

(g) Production and control proce-
dures shall include provision for dis-
continuing distribution of any Type A 
medicated article(s) found by the assay 
procedures, or other controls per-
formed to fail to conform to appro-

priate specifications. Distribution of 
subsequent production of such Type A 
medicated article(s) shall not begin 
until it has been determined that prop-
er control procedures have been estab-
lished.

§ 226.42 Components. 

(a) Drug components, including undi-
luted drugs and any intermediate 
mixes containing drugs used in the 
manufacture and processing of Type A 
medicated article(s), shall be received, 
examined or tested, stored, handled, 
and otherwise controlled in a manner 
to maintain the integrity and identi-
fication of such articles. Appropriate 
receipt and inventory records shall be 
maintained for 2 years, and such 
records shall show the origin of any 
drug components, the manufacturer’s 
control number (if any), the dates and 
batches in which they were used, and 
the results of any testing of them. 

(b) Nondrug components shall be 
stored and otherwise handled in a man-
ner to avoid contamination, including 
cross-contamination from manufac-
turing operations.

§ 226.58 Laboratory controls. 

Laboratory controls shall include the 
establishment of adequate specifica-
tions and test procedures to assure 
that the drug components and the Type 
A medicated article(s) conform to ap-
propriate standards of identity, 
strength, quality, and purity. Labora-
tory controls shall include: 

(a) The establishment of master 
records containing appropriate speci-
fications and a description of the test 
procedures used to check them for each 
kind of drug component used in the 
manufacture of Type A medicated arti-
cle(s). This may consist of the manu-
facturer’s or supplier’s statement of 
specifications and methods of analyses. 

(b) The establishment of specifica-
tions for Type A medicated article(s) 
and a description of necessary labora-
tory test procedures to check such 
specifications. 

(c) Assays which shall be made of 
representative samples of finished 
Type A medicated article(s) in accord-
ance with the following schedule: 
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