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(ii) The initials of the person respon-
sible for verifying the weight or meas-
ure of each component used in the 
batch; 

(iii) The initials of the person respon-
sible for adding the component to the 
batch; and 

(iv) The initials of the person respon-
sible for verifying the addition of com-
ponents to the batch; 

(k) Documentation, at the time of 
performance, of packaging and labeling 
operations, including: 

(1) The unique identifier that you as-
signed to packaging and labels used, 
the quantity of the packaging and la-
bels used, and, when label reconcili-
ation is required, reconciliation of any 
discrepancies between issuance and use 
of labels; 

(2) An actual or representative label, 
or a cross-reference to the physical lo-
cation of the actual or representative 
label specified in the master manufac-
turing record; and 

(3) The results of any tests or exami-
nations conducted on packaged and la-
beled dietary supplements (including 
repackaged or relabeled dietary supple-
ments), or a cross-reference to the 
physical location of such results; 

(l) Documentation at the time of per-
formance that quality control per-
sonnel: 

(1) Reviewed the batch production 
record, including: 

(i) Review of any monitoring oper-
ation required under subpart E of this 
part; and 

(ii) Review of the results of any tests 
and examinations, including tests and 
examinations conducted on compo-
nents, in-process materials, finished 
batches of dietary supplements, and 
packaged and labeled dietary supple-
ments; 

(2) Approved or rejected any reproc-
essing or repackaging; and 

(3) Approved and released, or re-
jected, the batch for distribution, in-
cluding any reprocessed batch; and 

(4) Approved and released, or re-
jected, the packaged and labeled die-
tary supplement, including any repack-
aged or relabeled dietary supplement. 

(m) Documentation at the time of 
performance of any required material 
review and disposition decision. 

(n) Documentation at the time of 
performance of any reprocessing. 

Subpart J—Production and Proc-
ess Control System: Require-
ments for Laboratory Oper-
ations 

§ 111.303 What are the requirements 
under this subpart J for written 
procedures? 

You must establish and follow writ-
ten procedures for laboratory oper-
ations, including written procedures 
for the tests and examinations that 
you conduct to determine whether 
specifications are met. 

§ 111.310 What are the requirements 
for the laboratory facilities that you 
use? 

You must use adequate laboratory fa-
cilities to perform whatever testing 
and examinations are necessary to de-
termine whether: 

(a) Components that you use meet 
specifications; 

(b) In-process specifications are met 
as specified in the master manufac-
turing record; and 

(c) Dietary supplements that you 
manufacture meet specifications. 

§ 111.315 What are the requirements 
for laboratory control processes? 

You must establish and follow lab-
oratory control processes that are re-
viewed and approved by quality control 
personnel, including the following: 

(a) Use of criteria for establishing ap-
propriate specifications; 

(b) Use of sampling plans for obtain-
ing representative samples, in accord-
ance with subpart E of this part, of: 

(1) Components, packaging, and la-
bels; 

(2) In-process materials; 
(3) Finished batches of dietary sup-

plements; 
(4) Product that you receive for pack-

aging or labeling as a dietary supple-
ment (and for distribution rather than 
for return to the supplier); and 

(5) Packaged and labeled dietary sup-
plements. 

(c) Use of criteria for selecting appro-
priate examination and testing meth-
ods; 
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