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§ 211.184 Component, drug product 
container, closure, and labeling 
records. 

These records shall include the fol-
lowing: 

(a) The identity and quantity of each 
shipment of each lot of components, 
drug product containers, closures, and 
labeling; the name of the supplier; the 
supplier’s lot number(s) if known; the 
receiving code as specified in § 211.80; 
and the date of receipt. The name and 
location of the prime manufacturer, if 
different from the supplier, shall be 
listed if known. 

(b) The results of any test or exam-
ination performed (including those per-
formed as required by § 211.82(a), 
§ 211.84(d), or § 211.122(a)) and the con-
clusions derived therefrom. 

(c) An individual inventory record of 
each component, drug product con-
tainer, and closure and, for each com-
ponent, a reconciliation of the use of 
each lot of such component. The inven-
tory record shall contain sufficient in-
formation to allow determination of 
any batch or lot of drug product associ-
ated with the use of each component, 
drug product container, and closure. 

(d) Documentation of the examina-
tion and review of labels and labeling 
for conformity with established speci-
fications in accord with §§ 211.122(c) and 
211.130(c). 

(e) The disposition of rejected compo-
nents, drug product containers, clo-
sure, and labeling. 

§ 211.186 Master production and con-
trol records. 

(a) To assure uniformity from batch 
to batch, master production and con-
trol records for each drug product, in-
cluding each batch size thereof, shall 
be prepared, dated, and signed (full sig-
nature, handwritten) by one person and 
independently checked, dated, and 
signed by a second person. The prepara-
tion of master production and control 
records shall be described in a written 
procedure and such written procedure 
shall be followed. 

(b) Master production and control 
records shall include: 

(1) The name and strength of the 
product and a description of the dosage 
form; 

(2) The name and weight or measure 
of each active ingredient per dosage 
unit or per unit of weight or measure 
of the drug product, and a statement of 
the total weight or measure of any dos-
age unit; 

(3) A complete list of components 
designated by names or codes suffi-
ciently specific to indicate any special 
quality characteristic; 

(4) An accurate statement of the 
weight or measure of each component, 
using the same weight system (metric, 
avoirdupois, or apothecary) for each 
component. Reasonable variations may 
be permitted, however, in the amount 
of components necessary for the prepa-
ration in the dosage form, provided 
they are justified in the master produc-
tion and control records; 

(5) A statement concerning any cal-
culated excess of component; 

(6) A statement of theoretical weight 
or measure at appropriate phases of 
processing; 

(7) A statement of theoretical yield, 
including the maximum and minimum 
percentages of theoretical yield beyond 
which investigation according to 
§ 211.192 is required; 

(8) A description of the drug product 
containers, closures, and packaging 
materials, including a specimen or 
copy of each label and all other label-
ing signed and dated by the person or 
persons responsible for approval of 
such labeling; 

(9) Complete manufacturing and con-
trol instructions, sampling and testing 
procedures, specifications, special no-
tations, and precautions to be followed. 

§ 211.188 Batch production and control 
records. 

Batch production and control records 
shall be prepared for each batch of drug 
product produced and shall include 
complete information relating to the 
production and control of each batch. 
These records shall include: 

(a) An accurate reproduction of the 
appropriate master production or con-
trol record, checked for accuracy, 
dated, and signed; 

(b) Documentation that each signifi-
cant step in the manufacture, proc-
essing, packing, or holding of the batch 
was accomplished, including: 

(1) Dates; 
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1 Copies may be obtained from: AOAC 
INTERNATIONAL, 481 North Frederick Ave., 
suite 500, Gaithersburg, MD 20877. 

(2) Identity of individual major 
equipment and lines used; 

(3) Specific identification of each 
batch of component or in-process mate-
rial used; 

(4) Weights and measures of compo-
nents used in the course of processing; 

(5) In-process and laboratory control 
results; 

(6) Inspection of the packaging and 
labeling area before and after use; 

(7) A statement of the actual yield 
and a statement of the percentage of 
theoretical yield at appropriate phases 
of processing; 

(8) Complete labeling control records, 
including specimens or copies of all la-
beling used; 

(9) Description of drug product con-
tainers and closures; 

(10) Any sampling performed; 
(11) Identification of the persons per-

forming and directly supervising or 
checking each significant step in the 
operation, or if a significant step in the 
operation is performed by automated 
equipment under § 211.68, the identifica-
tion of the person checking the signifi-
cant step performed by the automated 
equipment. 

(12) Any investigation made accord-
ing to § 211.192. 

(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] 

§ 211.192 Production record review. 
All drug product production and con-

trol records, including those for pack-
aging and labeling, shall be reviewed 
and approved by the quality control 
unit to determine compliance with all 
established, approved written proce-
dures before a batch is released or dis-
tributed. Any unexplained discrepancy 
(including a percentage of theoretical 
yield exceeding the maximum or min-
imum percentages established in mas-
ter production and control records) or 
the failure of a batch or any of its com-
ponents to meet any of its specifica-
tions 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 associ-
ated with the specific failure or dis-

crepancy. A written record of the in-
vestigation shall be made and shall in-
clude the conclusions and followup. 

§ 211.194 Laboratory records. 
(a) Laboratory records shall include 

complete data derived from all tests 
necessary to assure compliance with 
established specifications and stand-
ards, including examinations and as-
says, as follows: 

(1) A description of the sample re-
ceived for testing with identification of 
source (that is, location from where 
sample was obtained), quantity, lot 
number or other distinctive code, date 
sample was taken, and date sample was 
received for testing. 

(2) A statement of each method used 
in the testing of the sample. The state-
ment shall indicate the location of 
data that establish that the methods 
used in the testing of the sample meet 
proper standards of accuracy and reli-
ability as applied to the product tested. 
(If the method employed is in the cur-
rent revision of the United States 
Pharmacopeia, National Formulary, 
AOAC INTERNATIONAL, Book of 
Methods, 1 or in other recognized stand-
ard references, or is detailed in an ap-
proved new drug application and the 
referenced method is not modified, a 
statement indicating the method and 
reference will suffice). The suitability 
of all testing methods used shall be 
verified under actual conditions of use. 

(3) A statement of the weight or 
measure of sample used for each test, 
where appropriate. 

(4) A complete record of all data se-
cured in the course of each test, includ-
ing all graphs, charts, and spectra from 
laboratory instrumentation, properly 
identified to show the specific compo-
nent, drug product container, closure, 
in-process material, or drug product, 
and lot tested. 

(5) A record of all calculations per-
formed in connection with the test, in-
cluding units of measure, conversion 
factors, and equivalency factors. 

(6) A statement of the results of tests 
and how the results compare with es-
tablished standards of identity, 
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