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distribution of the batch.

(b) Records shall be maintained for all components, drug product
containers, closures, and labeling for at least 1 year after the
expiration date or, in the case of certain OTC drug products lacking
expiration dating because they meet the criteria for exemption under
211.137, 3 years after distribution of the last lot of drug product
incorporating the component or using the container, closure, or

labeling.

(c) All records required under this part, or copies of such records,
shall be readily available for authorized inspection during the

retention period at the establishment where the activities described
in such records occurred. These records or copies thereof shall be
subject to photocopying or other means of reproduction as part of such
inspection. Records that can be immediately retrieved from another
location by computer or other electronic means shall be considered

as meeting the requirements of this paragraph.

(d) Records required under this part may be retained either as original
records or as true copies such as photocopies, microfilm, microfiche,
or other accurate reproductions of the original records. Where

reduction techniques, such as microfilming, are used, suitable reader

and photocopying equipment shall be readily available.

(e) Written records required by this part shall be maintained so that
data therein can be used for evaluating, at least annually, the quality
standards of each drug product to determine the need fo; changes in
drug prﬁduct specifications or manufacturing or control procedures.
Written procedures shall be established and followed for such

evaluations and shall include provisions for:

(1) A review of a representative number of batches, whether approved

orrejected,and,whereapplicable,recordsassociatedwiththebatch.

(2) A review of complaints, recalls, returned or salvaged drug
products, and investigations conducted under 211.192 for each drug

product.

(f) Procedures shall be established to assure that the responsible
officials of the firm, if they are not personally involved in or
immediately aware of such actions, are notified in writing of any
investigations conducted under 211.198, 211.204, or 211.208 of these
regulations,anyrecalls,reportsofinspectionalobservationsissued
bytheFoodandDrugAdministration,oranyregulatoryactionsrelating
to good manufacturing practices brought by the Food and Drug

Administration.







significant step performed by the automated equipment.
(12) Any investigation made according to 211192
(13) Results of examinations made in accordance with 211.134.

[43 FR 45077, Sept. 29, 1978, as amended at 73 FR 51933, Sept. 8, 2008]

Sec. 211.192 Production record review.

All drug product production and control records, including those for
packaging and labeling, shall be reviewed and approved by the quality
control unit to determine compliance with all established, approved
written procedures before a batch is released or distributed. Any
unexplained discrepancy (including a percentage of theoretical yield
exceeding the maximum or minimum percentages established in master
production and control records) or the failure of a batch or any of
its components to meet any of its specifications shall be thoroughly
investigated, whether or not the batch has already been distributed.
The investigation shall extend to other batches of the same drug
product and other drug products that may have been associated with
the specific failure or discrepancy. A written record of the
investigation shall be made and shall include the conclusions and

followup.

Sec. 211.194 Laboratory records.

(a) Laboratory records shall include complete data derived from all
tests necessary to assure compliance with established specifications

and standards,* including examinations and assays, as follows:*

(1) A description of the sample received for testing with
identification of source (that is, location from where sample was
obtained),quantity,lotnumberorotherdistinctivecode,datesample

was taken, and date sample was received for testing.

(2) A statement of each method used in the testing of the sample. The
statement shall indicate the location of data that establish that the
methods used in the testing of the sample meet proper standards of
accuracy and reliability as applied to the product tested. (If the
method employed is in the current revision of the United States
Pharmacopeia, National Formulary, AOAC INTERNATIONAL, Book of
Methods, 1 or in other recognized standard references, or is detailed

in an approved new drug application and the referenced method is not







of complainant, nature of complaint, and reply to complainant.

(2) Where an investigation under 211.192 is conducted, the written
record shall include the findings of the investigation and followup.
The record or copy of the record of the investigation shall be

maintained at the establishment where the investigation occurred in

accordance with 211.180(c) .

(3) Where an investigation under 211.192 is not conducted, the written
record shall include the reason that an investigation was found not
to be necessary and the name of the responsible person making such

a determination.

(43 FR 45077, Sept. 29, 1978, as amended at 51 FR 24479, July 3, 1986;
68 FR 15364, Mar. 31, 2003]

Subpart K--Returned and Salvaged Drug Products

Sec. 211.204 Returned drug products.

Returned drug products shall be identified as such and held. If the
conditions under which returned drug products have been held, stored,
or shipped before or during their return, or if the condition of the
drug product, its container, carton, or labeling, as a result of
storage or shipping, casts doubt on the safety, identity, strength,
quality or purity of the drug product, the returned drug product shall
be destroyed unless examination, testing, or other investigations
prove the drug product meets appropriate standards of safety,
identity, strength, quality, or purity. A drug product may be
reprocessed provided the subsequent drug product meets appropriate
standards, specifications, and characteristics. Records of returned
drug products shall be maintained and shall include the name and label
potency of the drug product dosage form, lot number (or control number
or batch number), reason for the return, quantity returned, date of
disposition, and ultimate disposition of the returned drug product.
If the reason for a drug product being returned implicates associated
batches, an appropriate investigation shall be conducted in
accordance with the requirements of 211.192. Procedures for the
holding, testing, and reprocessing of returned drug products shall

be in writing and shall be followed.

Sec. 211.208 Drug product salvaging.







