
154 

21 CFR Ch. I (4–1–13 Edition) § 211.44 

(vi) A system for maintaining any 
equipment used to control the aseptic 
conditions. 

(d) Operations relating to the manu-
facture, processing, and packing of pen-
icillin shall be performed in facilities 
separate from those used for other drug 
products for human use. 

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

§ 211.44 Lighting. 

Adequate lighting shall be provided 
in all areas. 

§ 211.46 Ventilation, air filtration, air 
heating and cooling. 

(a) Adequate ventilation shall be pro-
vided. 

(b) Equipment for adequate control 
over air pressure, micro-organisms, 
dust, humidity, and temperature shall 
be provided when appropriate for the 
manufacture, processing, packing, or 
holding of a drug product. 

(c) Air filtration systems, including 
prefilters and particulate matter air 
filters, shall be used when appropriate 
on air supplies to production areas. If 
air is recirculated to production areas, 
measures shall be taken to control re-
circulation of dust from production. In 
areas where air contamination occurs 
during production, there shall be ade-
quate exhaust systems or other sys-
tems adequate to control contami-
nants. 

(d) Air-handling systems for the man-
ufacture, processing, and packing of 
penicillin shall be completely separate 
from those for other drug products for 
human use. 

§ 211.48 Plumbing. 
(a) Potable water shall be supplied 

under continuous positive pressure in a 
plumbing system free of defects that 
could contribute contamination to any 
drug product. Potable water shall meet 
the standards prescribed in the Envi-
ronmental Protection Agency’s Pri-
mary Drinking Water Regulations set 
forth in 40 CFR part 141. Water not 
meeting such standards shall not be 
permitted in the potable water system. 

(b) Drains shall be of adequate size 
and, where connected directly to a 
sewer, shall be provided with an air 

break or other mechanical device to 
prevent back-siphonage. 

[43 FR 45077, Sept. 29, 1978, as amended at 48 
FR 11426, Mar. 18, 1983] 

§ 211.50 Sewage and refuse. 

Sewage, trash, and other refuse in 
and from the building and immediate 
premises shall be disposed of in a safe 
and sanitary manner. 

§ 211.52 Washing and toilet facilities. 

Adequate washing facilities shall be 
provided, including hot and cold water, 
soap or detergent, air driers or single- 
service towels, and clean toilet facili-
ties easily accesible to working areas. 

§ 211.56 Sanitation. 

(a) Any building used in the manufac-
ture, processing, packing, or holding of 
a drug product shall be maintained in a 
clean and sanitary condition, Any such 
building shall be free of infestation by 
rodents, birds, insects, and other 
vermin (other than laboratory ani-
mals). Trash and organic waste matter 
shall be held and disposed of in a time-
ly and sanitary manner. 

(b) There shall be written procedures 
assigning responsibility for sanitation 
and describing in sufficient detail the 
cleaning schedules, methods, equip-
ment, and materials to be used in 
cleaning the buildings and facilities; 
such written procedures shall be fol-
lowed. 

(c) There shall be written procedures 
for use of suitable rodenticides, insecti-
cides, fungicides, fumigating agents, 
and cleaning and sanitizing agents. 
Such written procedures shall be de-
signed to prevent the contamination of 
equipment, components, drug product 
containers, closures, packaging, label-
ing materials, or drug products and 
shall be followed. Rodenticides, insecti-
cides, and fungicides shall not be used 
unless registered and used in accord-
ance with the Federal Insecticide, Fun-
gicide, and Rodenticide Act (7 U.S.C. 
135). 

(d) Sanitation procedures shall apply 
to work performed by contractors or 
temporary employees as well as work 
performed by full-time employees dur-
ing the ordinary course of operations. 
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