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(5) Backup file(s) of current software 
programs (and of outdated software 
that is necessary to retrieve records 
that you are required to keep in ac-
cordance with subpart P of this part, 
when current software is not able to re-
trieve such records) and of data entered 
into computer systems that you use to 
manufacture, package, label, or hold 
dietary supplements. 

(i) Your backup file (e.g., a hard copy 
of data you have entered, diskettes, 
tapes, microfilm, or compact disks) 
must be an exact and complete record 
of the data you entered. 

(ii) You must keep your backup soft-
ware programs and data secure from al-
terations, inadvertent erasures, or loss; 
and 

(6) Documentation of the controls 
that you use to ensure that equipment 
functions in accordance with its in-
tended use. 

Subpart E—Requirement to Estab-
lish a Production and Process 
Control System 

§ 111.55 What are the requirements to 
implement a production and proc-
ess control system? 

You must implement a system of pro-
duction and process controls that cov-
ers all stages of manufacturing, pack-
aging, labeling, and holding of the die-
tary supplement to ensure the quality 
of the dietary supplement and that the 
dietary supplement is packaged and la-
beled as specified in the master manu-
facturing record. 

§ 111.60 What are the design require-
ments for the production and proc-
ess control system? 

(a) Your production and in-process 
control system must be designed to en-
sure that the dietary supplement is 
manufactured, packaged, labeled, and 
held in a manner that will ensure the 
quality of the dietary supplement and 
that the dietary supplement is pack-
aged and labeled as specified in the 
master manufacturing record; and 

(b) The production and in-process 
control system must include all re-
quirements of subparts E through L of 
this part and must be reviewed and ap-
proved by quality control personnel. 

§ 111.65 What are the requirements for 
quality control operations? 

You must implement quality control 
operations in your manufacturing, 
packaging, labeling, and holding oper-
ations for producing the dietary sup-
plement to ensure the quality of the di-
etary supplement and that the dietary 
supplement is packaged and labeled as 
specified in the master manufacturing 
record. 

§ 111.70 What specifications must you 
establish? 

(a) You must establish a specification 
for any point, step, or stage in the 
manufacturing process where control is 
necessary to ensure the quality of the 
dietary supplement and that the die-
tary supplement is packaged and la-
beled as specified in the master manu-
facturing record. 

(b) For each component that you use 
in the manufacture of a dietary supple-
ment, you must establish component 
specifications as follows: 

(1) You must establish an identity 
specification; 

(2) You must establish component 
specifications that are necessary to en-
sure that specifications for the purity, 
strength and composition of dietary 
supplements manufactured using the 
components are met; and 

(3) You must establish limits on 
those types of contamination that may 
adulterate or may lead to adulteration 
of the finished batch of the dietary sup-
plement to ensure the quality of the di-
etary supplement. 

(c) For the in-process production: 
(1) You must establish in-process 

specifications for any point, step, or 
stage in the master manufacturing 
record where control is necessary to 
help ensure that specifications are met 
for the identity, purity, strength, and 
composition of the dietary supplements 
and, as necessary, for limits on those 
types of contamination that may adul-
terate or may lead to adulteration of 
the finished batch of the dietary sup-
plement; 

(2) You must provide adequate docu-
mentation of your basis for why meet-
ing the in-process specifications, in 
combination with meeting component 
specifications, will help ensure that the 
specifications are met for the identity, 
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purity, strength, and composition of 
the dietary supplements and for limits 
on those types of contamination that 
may adulterate or may lead to adulter-
ation of the finished batch of the die-
tary supplement; and 

(3) Quality control personnel must 
review and approve the documentation 
that you provide under paragraph (c)(2) 
of this section. 

(d) You must establish specifications 
for dietary supplement labels (label 
specifications) and for packaging that 
may come in contact with dietary sup-
plements (packaging specifications). 
Packaging that may come into contact 
with dietary supplements must be safe 
and suitable for its intended use and 
must not be reactive or absorptive or 
otherwise affect the safety or quality 
of the dietary supplement. 

(e) For each dietary supplement that 
you manufacture you must establish 
product specifications for the identity, 
purity, strength, and composition of 
the finished batch of the dietary sup-
plement, and for limits on those types 
of contamination that may adulterate, 
or that may lead to adulteration of, 
the finished batch of the dietary sup-
plement to ensure the quality of the di-
etary supplement. 

(f) If you receive a product from a 
supplier for packaging or labeling as a 
dietary supplement (and for distribu-
tion rather than for return to the sup-
plier), you must establish specifica-
tions to provide sufficient assurance 
that the product you receive is ade-
quately identified and is consistent 
with your purchase order. 

(g) You must establish specifications 
for the packaging and labeling of the 
finished packaged and labeled dietary 
supplements, including specifications 
that ensure that you used the specified 
packaging and that you applied the 
specified label. 

§ 111.73 What is your responsibility for 
determining whether established 
specifications are met? 

You must determine whether the 
specifications you establish under 
§ 111.70 are met. 

§ 111.75 What must you do to deter-
mine whether specifications are 
met? 

(a) Before you use a component, you 
must: 

(1)(i) Conduct at least one appro-
priate test or examination to verify the 
identity of any component that is a di-
etary ingredient, unless you petition 
the agency under paragraph (a)(1)(ii) of 
this section and the agency exempts 
you from such testing; 

(ii) You may submit a petition, under 
21 CFR 10.30, to request an exemption 
from the testing requirements in para-
graph (a)(1)(i) of this section. The peti-
tion must set forth the scientific ra-
tionale, and must be accompanied by 
the supporting data and information, 
for proposed alternative testing that 
will demonstrate that there is no mate-
rial diminution of assurance, compared 
to the assurance provided by 100 per-
cent identity testing, of the identity of 
the dietary ingredient before use when 
the dietary ingredient is obtained from 
one or more suppliers identified in the 
petition. If FDA grants the petition, 
you must conduct the tests and exami-
nations for the dietary ingredient, oth-
erwise required under § 111.75(a)(1)(i), 
under the terms specified by FDA when 
the petition is granted; and 

(2) Confirm the identity of other 
components and determine whether 
other applicable component specifica-
tions established in accordance with 
§ 111.70(b) are met. To do so, you must 
either: 

(i) Conduct appropriate tests or ex-
aminations; or 

(ii) Rely on a certificate of analysis 
from the supplier of the component 
that you receive, provided that: 

(A) You first qualify the supplier by 
establishing the reliability of the sup-
plier’s certificate of analysis through 
confirmation of the results of the sup-
plier’s tests or examinations; 

(B) The certificate of analysis in-
cludes a description of the test or ex-
amination method(s) used, limits of 
the test or examinations, and actual 
results of the tests or examinations; 

(C) You maintain documentation of 
how you qualified the supplier; 

(D) You periodically re-confirm the 
supplier’s certificate of analysis; and 

VerDate Mar<15>2010 13:44 Apr 26, 2011 Jkt 223066 PO 00000 Frm 00248 Fmt 8010 Sfmt 8010 Y:\SGML\223066.XXX 223066W
R

ei
er

-A
vi

le
s 

on
 D

S
K

G
B

LS
3C

1P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2014-08-21T10:06:10-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




