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(g) The establishment license number 
or the permit number, as the case may 
be, in one of the forms provided in 
§ 112.2(a)(3). 

[38 FR 12094, May 9, 1973; 38 FR 13476, May 22, 
1973, and amended at 39 FR 16856, May 10, 
1974] 

§ 112.4 Subsidiaries, divisions, dis-
tributors, and permittees. 

Labels used by subsidiaries, divi-
sions, distributors, and permittees 
shall be affixed by the licensee in a li-
censed establishment where the prod-
uct is produced. Such labels shall com-
ply with requirements for their review, 
approval, and filing as provided in the 
regulations. 

(a) Subsidiaries. Labels to be used on 
a licensed biological product prepared 
by a subsidiary operating in a licensed 
establishment shall be submitted in ac-
cordance with § 112.5. Only labels ap-
proved for use on such product shall be 
used by the subsidiary. 

(b) Divisions. Labels to be used on a 
licensed biological product prepared in 
a licensed establishment for distribu-
tion by a division or marketing unit of 
the licensee shall be submitted in ac-
cordance with § 112.5. The name, ad-
dress, and license number of the li-
censee shall be prominently placed on 
such labels. The relationship of the di-
vision or marketing unit to the li-
censee shall appear prominently on the 
label by use of the term ‘‘division of’’ 
or equivalent. 

(c) Distributors. The name and address 
of the distributor or any statement, de-
sign, or device shall not be placed on 
the labels or containers of a licensed 
biological product in a manner which 
could be false or misleading or which 
could indicate that the distributor is 
the manufacturer of such product or 
operating under the license number 
shown on the label. The manufacturer 
shall be identified by name, address, 
and license number with the term 
‘‘manufactured by,’’ ‘‘produced by,’’ or 
an equivalent term prominently placed 
in connection therewith. The name and 
address of the distributor may be 
placed on labels or containers if the 
term ‘‘distributor,’’ or ‘‘distributed 
by,’’ or an equivalent term is promi-
nently placed in connection therewith. 

(d) Permittees. The name and address 
of the permittee and any statement, 
design, or device shall not be placed on 
the labels or containers of a biological 
product imported for sale and distribu-
tion in accordance with § 104.5 in a 
manner which could be false or mis-
leading or which could falsely indicate 
that the permittee is the manufacturer 
of such product. The manufacturer 
shall be identified by name and address 
with the term ‘‘manufactured by,’’ 
‘‘produced by,’’ or an equivalent term 
prominently placed in connection 
therewith. Reference to the permittee 
shall be made by name, address, and 
permit number with the term ‘‘im-
ported by,’’ ‘‘produced for,’’ or an 
equivalent term prominently placed in 
connection therewith. 

[50 FR 46417, Nov. 8, 1985, as amended at 59 
FR 43445, Aug. 24, 1994] 

§ 112.5 Review and approval of label-
ing. 

Labels used with biological products 
prepared at licensed establishments or 
imported for general distribution and 
sale must be submitted to the Animal 
and Plant Health Inspection Service 
for review for compliance with the reg-
ulations and approval in writing prior 
to use, except as provided in paragraph 
(c) of this section and under the master 
label system provided in paragraph (d) 
of this section. 

(a) Transmittal forms, furnished by 
Animal and Plant Health Inspection 
Service upon request, shall be used 
with each submission of sketches (in-
cluding proofs) and labels. Separate 
forms shall be used for each biological 
product but only one copy of the form 
shall be used for all sketches and labels 
submitted at the same time for the 
same biological product. 

(b) Sketches may be submitted for 
comment to Animal and Plant Health 
Inspection Service by the licensee or 
permittee before preparing the finished 
label. Such sketches shall be returned 
to the licensee or permittee with com-
ments, if any. Failure of the reviewer 
to take exception to a sketch shall not 
constitute approval of a finished label 
subsequently prepared. 
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