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(b) Any substances required for oper-
ation, such as lubricants or coolants, 
shall not come into contact with com-
ponents, drug product containers, clo-
sures, in-process materials, or drug 
products so as to alter the safety, iden-
tity, strength, quality, or purity of the 
drug product beyond the official or 
other established requirements. 

§ 211.67 Equipment cleaning and main-
tenance. 

(a) Equipment and utensils shall be 
cleaned, maintained, and sanitized at 
appropriate intervals to prevent mal-
functions or contamination that would 
alter the safety, identity, strength, 
quality, or purity of the drug product 
beyond the official or other established 
requirements. 

(b) Written procedures shall be estab-
lished and followed for cleaning and 
maintenance of equipment, including 
utensils, used in the manufacture, 
processing, packing, or holding of a 
drug product. These procedures shall 
include, but are not necessarily limited 
to, the following: 

(1) Assignment of responsibility for 
cleaning and maintaining equipment; 

(2) Maintenance and cleaning sched-
ules, including, where appropriate, 
sanitizing schedules; 

(3) A description in sufficient detail 
of the methods, equipment, and mate-
rials used in cleaning and maintenance 
operations, and the methods of dis-
assembling and reassembling equip-
ment as necessary to assure proper 
cleaning and maintenance; 

(4) Removal or obliteration of pre-
vious batch identification; 

(5) Protection of clean equipment 
from contamination prior to use; 

(6) Inspection of equipment for clean-
liness immediately before use. 

(c) Records shall be kept of mainte-
nance, cleaning, sanitizing, and inspec-
tion as specified in §§ 211.180 and 211.182. 

EFFECTIVE DATE NOTE: At 72 FR 68068, Dec. 
4, 2007, § 211.67 was amended by revising para-
graph (a), effective Apr. 17, 2008. For the con-
venience of the user, the revised text is set 
forth as follows: 

§ 211.67 Equipment cleaning and mainte-
nance. 

(a) Equipment and utensils shall be 
cleaned, maintained, and sanitized and/or 
sterilized at appropriate intervals to prevent 

malfunctions or contamination that would 
alter the safety, identity, strength, quality, 
or purity of the drug product beyond the offi-
cial or other established requirements. 

* * * * * 

§ 211.68 Automatic, mechanical, and 
electronic equipment. 

(a) Automatic, mechanical, or elec-
tronic equipment or other types of 
equipment, including computers, or re-
lated systems that will perform a func-
tion satisfactorily, may be used in the 
manufacture, processing, packing, and 
holding of a drug product. If such 
equipment is so used, it shall be rou-
tinely calibrated, inspected, or checked 
according to a written program de-
signed to assure proper performance. 
Written records of those calibration 
checks and inspections shall be main-
tained. 

(b) Appropriate controls shall be ex-
ercised over computer or related sys-
tems to assure that changes in master 
production and control records or other 
records are instituted only by author-
ized personnel. Input to and output 
from the computer or related system of 
formulas or other records or data shall 
be checked for accuracy. The degree 
and frequency of input/output 
verification shall be based on the com-
plexity and reliability of the computer 
or related system. A backup file of data 
entered into the computer or related 
system shall be maintained except 
where certain data, such as calcula-
tions performed in connection with lab-
oratory analysis, are eliminated by 
computerization or other automated 
processes. In such instances a written 
record of the program shall be main-
tained along with appropriate valida-
tion data. Hard copy or alternative sys-
tems, such as duplicates, tapes, or 
microfilm, designed to assure that 
backup data are exact and complete 
and that it is secure from alteration, 
inadvertent erasures, or loss shall be 
maintained. 

[43 FR 45077, Sept. 29, 1978, as amended at 60 
FR 4091, Jan. 20, 1995] 

EFFECTIVE DATE NOTE: At 72 FR 68068, Dec. 
4, 2007, § 211.68 was amended by adding para-
graph (c), effective Apr. 17, 2008. For the con-
venience of the user, the added text is set 
forth as follows: 
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