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reviewed, and approved by the appro-
priate organizational units and re-
viewed and approved by the quality 
unit. 

(b) Written production and process 
control procedures shall be followed in 
the execution of the various production 
and process control functions and shall 
be documented at the time of perform-
ance. Any deviation from the written 
procedures shall be recorded and justi-
fied. 

§ 213.101 Charge-in of components and 
incoming designated medical gases. 

Written production and control pro-
cedures shall include the following, 
which are designed to assure that the 
medical gases produced have the iden-
tity, strength, quality, and purity they 
purport or are represented to possess: 

(a) Except when a monograph or for-
mulary specifies a range, the batch 
shall be formulated with the intent to 
provide 100 percent of the labeled or es-
tablished amount of each medical gas. 
When a monograph or formulary speci-
fies a range for the contents of a med-
ical gas, the batch shall be formulated 
with the intent to provide an amount 
of the medical gas within such speci-
fied range. 

(b) Components and incoming des-
ignated medical gases added to in-proc-
ess supply or final product containers 
shall be weighed or measured as appro-
priate. In-process and final product 
containers shall identify the name of 
the component or designated medical 
gas or the name and percentage of each 
component or designated medical gas if 
they contain multiple components or 
designated medical gases, and the 
unique lot number assigned. 

§ 213.110 Sampling and testing of in- 
process materials. 

(a) In-process materials shall be test-
ed for identity, strength, quality, and 
purity as appropriate, and approved or 
rejected by the quality unit during the 
production process. 

(b) To assure batch uniformity and 
integrity of drug products, written pro-
cedures shall be established and fol-
lowed that describe the in-process con-
trols, and tests, or examinations to be 
conducted on appropriate samples of 
in-process materials of each batch. 

Such control procedures shall be estab-
lished to monitor the output and to 
validate the performance of those man-
ufacturing processes. 

(c) Rejected in-process materials 
shall be identified and controlled under 
a quarantine system designed to pre-
vent their use in manufacturing or 
processing operations for which they 
are unsuitable. 

Subpart G—Packaging and 
Labeling Control 

§ 213.122 Materials examination and 
usage criteria. 

(a) There shall be written procedures 
describing in sufficient detail the re-
ceipt, identification, storage, handling, 
sampling, examination, and/or testing 
of labeling and packaging materials; 
such written procedures shall be fol-
lowed. Labeling and packaging mate-
rials shall be representatively sampled, 
and examined or tested upon receipt 
and before use in packaging or labeling 
of a medical gas. 

(b) Any labeling or packaging mate-
rials meeting appropriate written spec-
ifications may be approved and re-
leased for use. Any labeling or pack-
aging materials that do not meet such 
specifications shall be rejected to pre-
vent their use in operations for which 
they are unsuitable. 

(c) Records shall be maintained for 
each shipment received of each dif-
ferent labeling and packaging material 
indicating receipt, examination, and 
whether accepted or rejected. 

(d) Labels and other labeling mate-
rials for each different medical gas, 
strength, or quantity of contents shall 
be stored with suitable identification 
to avoid mix-ups. Access to the label 
storage area shall be limited to author-
ized personnel. 

(e) Labels, labeling, and other pack-
aging materials that are obsolete, out-
dated, or that do not meet applicable 
requirements shall be destroyed. 

(f) Packaging and labeling operations 
shall include one of the following spe-
cial control procedures: 

(1) Dedication of labeling and pack-
aging lines to each different strength 
of each different medical gas; 
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