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dried product to be reconstituted), or 
(6) such combination of the foregoing 
as needed for an accurate description of 
the contents, whichever is applicable; 

(h) The recommended storage tem-
perature; 

(i) The words ‘‘Shake Well’’, ‘‘Do not 
Freeze’’ or the equivalent, as well as 
other instructions, when indicated by 
the character of the product; 

(j) The recommended individual dose 
if the enclosed container(s) is a mul-
tiple-dose container; 

(k) The route of administration rec-
ommended, or reference to such direc-
tions in an enclosed circular; 

(l) Known sensitizing substances, or 
reference to an enclosed circular con-
taining appropriate information; 

(m) The type and calculated amount 
of antibiotics added during manufac-
ture; 

(n) The inactive ingredients when a 
safety factor, or reference to an en-
closed circular containing appropriate 
information; 

(o) The adjuvant, if present; 
(p) The source of the product when a 

factor in safe administration; 
(q) The identity of each microorga-

nism used in manufacture, and, where 
applicable, the production medium and 
the method of inactivation, or ref-
erence to an enclosed circular con-
taining appropriate information; 

(r) Minimum potency of product ex-
pressed in terms of official standard of 
potency or, if potency is a factor and 
no U.S. standard of potency has been 
prescribed, the words ‘‘No U.S. stand-
ard of potency.’’ 

(s) The statement: ‘‘ ‘Rx only’ ’’ for 
prescription biologicals. 

[38 FR 32056, Nov. 20, 1973, as amended at 47 
FR 22518, May 25, 1982; 55 FR 10423, Mar. 21, 
1990; 67 FR 4907, Feb. 1, 2002] 

§ 610.62 Proper name; package label; 
legible type. 

(a) Position. The proper name of the 
product on the package label shall be 
placed above any trademark or trade 
name identifying the product and sym-
metrically arranged with respect to 
other printing on the label. 

(b) Prominence. The point size and 
typeface of the proper name shall be at 
least as prominent as the point size 
and typeface used in designating the 

trademark and trade name. The con-
trast in color value between the proper 
name and the background shall be at 
least as great as the color value be-
tween the trademark and trade name 
and the background. Typography, lay-
out, contrast, and other printing fea-
tures shall not be used in a manner 
that will affect adversely the promi-
nence of the proper name. 

(c) Legible type. All items required to 
be on the container label and package 
label shall be in legible type. ‘‘Legible 
type’’ is type of a size and character 
which can be read with ease when held 
in a good light and with normal vision. 

§ 610.63 Divided manufacturing re-
sponsibility to be shown. 

If two or more licensed manufactur-
ers participate in the manufacture of a 
biological product, the name, address, 
and license number of each must ap-
pear on the package label, and on the 
label of the container if capable of 
bearing a full label. 

[64 FR 56453, Oct. 20, 1999] 

§ 610.64 Name and address of dis-
tributor. 

The name and address of the dis-
tributor of a product may appear on 
the label provided that the name, ad-
dress, and license number of the manu-
facturer also appears on the label and 
the name of the distributor is qualified 
by one of the following phrases: ‘‘Man-
ufactured for lllll’’, ‘‘Distributed 
by llllll’’, ‘‘Manufactured by 
lllll for lllll’’, ‘‘Manufac-
tured for lllll by llll’’, ‘‘Dis-
tributor: lllll’’, or ‘‘Marketed by 
lllll’’. The qualifying phrases 
may be abbreviated. 

[61 FR 57330, Nov. 6, 1996] 

§ 610.65 Products for export. 

Labels on packages or containers of 
products for export may be adapted to 
meet specific requirements of the regu-
lations of the country to which the 
product is to be exported provided that 
in all such cases the minimum label re-
quirements prescribed in § 610.60 are ob-
served. 
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