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(b) Expiration dates shall be related 
to any storage conditions stated on the 
labeling, as determined by stability 
studies described in § 211.166. 

(c) If the drug product is to be recon-
stituted at the time of dispensing, its 
labeling shall bear expiration informa-
tion for both the reconstituted and 
unreconstituted drug products. 

(d) Expiration dates shall appear on 
labeling in accordance with the re-
quirements of § 201.17 of this chapter. 

(e) Homeopathic drug products shall 
be exempt from the requirements of 
this section. 

(f) Allergenic extracts that are la-
beled ‘‘No U.S. Standard of Potency’’ 
are exempt from the requirements of 
this section. 

(g) New drug products for investiga-
tional use are exempt from the require-
ments of this section, provided that 
they meet appropriate standards or 
specifications as demonstrated by sta-
bility studies during their use in clin-
ical investigations. Where new drug 
products for investigational use are to 
be reconstituted at the time of dis-
pensing, their labeling shall bear expi-
ration information for the reconsti-
tuted drug product. 

(h) Pending consideration of a pro-
posed exemption, published in the FED-
ERAL REGISTER of September 29, 1978, 
the requirements in this section shall 
not be enforced for human OTC drug 
products if their labeling does not bear 
dosage limitations and they are stable 
for at least 3 years as supported by ap-
propriate stability data. 

[43 FR 45077, Sept. 29, 1978, as amended at 46 
FR 56412, Nov. 17, 1981; 60 FR 4091, Jan. 20, 
1995] 

Subpart H—Holding and 
Distribution 

§ 211.142 Warehousing procedures. 
Written procedures describing the 

warehousing of drug products shall be 
established and followed. They shall in-
clude: 

(a) Quarantine of drug products be-
fore release by the quality control 
unit. 

(b) Storage of drug products under 
appropriate conditions of temperature, 
humidity, and light so that the iden-

tity, strength, quality, and purity of 
the drug products are not affected. 

§ 211.150 Distribution procedures. 

Written procedures shall be estab-
lished, and followed, describing the dis-
tribution of drug products. They shall 
include: 

(a) A procedure whereby the oldest 
approved stock of a drug product is dis-
tributed first. Deviation from this re-
quirement is permitted if such devi-
ation is temporary and appropriate. 

(b) A system by which the distribu-
tion of each lot of drug product can be 
readily determined to facilitate its re-
call if necessary. 

Subpart I—Laboratory Controls 

§ 211.160 General requirements. 

(a) The establishment of any speci-
fications, standards, sampling plans, 
test procedures, or other laboratory 
control mechanisms required by this 
subpart, including any change in such 
specifications, standards, sampling 
plans, test procedures, or other labora-
tory control mechanisms, shall be 
drafted by the appropriate organiza-
tional unit and reviewed and approved 
by the quality control unit. The re-
quirements in this subpart shall be fol-
lowed and shall be documented at the 
time of performance. Any deviation 
from the written specifications, stand-
ards, sampling plans, test procedures, 
or other laboratory control mecha-
nisms shall be recorded and justified. 

(b) Laboratory controls shall include 
the establishment of scientifically 
sound and appropriate specifications, 
standards, sampling plans, and test 
procedures designed to assure that 
components, drug product containers, 
closures, in-process materials, labeling, 
and drug products conform to appro-
priate standards of identity, strength, 
quality, and purity. Laboratory con-
trols shall include: 

(1) Determination of conformance to 
appropriate written specifications for 
the acceptance of each lot within each 
shipment of components, drug product 
containers, closures, and labeling used 
in the manufacture, processing, pack-
ing, or holding of drug products. The 
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