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(d) Exemptions. Exemptions or modi-
fications shall be made only upon writ-
ten approval, in the form of a supple-
ment to the biologics license applica-
tion, issued by the Director, Center for 
Biologics Evaluation and Research. 

[50 FR 4134, Jan. 29, 1985, as amended at 51 
FR 15607, Apr. 25, 1986; 51 FR 19750, June 2, 
1986; 52 FR 37450, Oct. 7, 1987; 53 FR 12764, 
Apr. 19, 1988; 62 FR 15110, Mar. 31, 1997; 64 FR 
56453, Oct. 20, 1999]

Subpart G—Labeling Standards
§ 610.60 Container label. 

(a) Full label. The following items 
shall appear on the label affixed to 
each container of a product capable of 
bearing a full label: 

(1) The proper name of the product; 
(2) The name, address, and license 

number of manufacturer; 
(3) The lot number or other lot iden-

tification; 
(4) The expiration date; 
(5) The recommended individual dose, 

for multiple dose containers. 
(6) The statement: ‘‘ ‘Rx only’ ’’ for 

prescription biologicals. 
(7) If a Medication Guide is required 

under part 208 of this chapter, the 
statement required under § 208.24(d) of 
this chapter instructing the authorized 
dispenser to provide a Medication 
Guide to each patient to whom the 
drug is dispensed and stating how the 
Medication Guide is provided, except 
where the container label is too small, 
the required statement may be placed 
on the package label. 

(b) Package label information. If the 
container is not enclosed in a package, 
all the items required for a package 
label shall appear on the container 
label. 

(c) Partial label. If the container is ca-
pable of bearing only a partial label, 
the container shall show as a minimum 
the name (expressed either as the prop-
er or common name), the lot number or 
other lot identification and the name 
of the manufacturer; in addition, for 
multiple dose containers, the rec-
ommended individual dose. Containers 
bearing partial labels shall be placed in 
a package which bears all the items re-
quired for a package label. 

(d) No container label. If the container 
is incapable of bearing any label, the 

items required for a container label 
may be omitted, provided the container 
is placed in a package which bears all 
the items required for a package label. 

(e) Visual inspection. When the label 
has been affixed to the container a suf-
ficient area of the container shall re-
main uncovered for its full length or 
circumference to permit inspection of 
the contents. 

[38 FR 32056, Nov. 20, 1973, as amended at 47 
FR 22518, May 25, 1982; 63 FR 66400, Dec. 1, 
1998; 67 FR 4907, Feb. 1, 2002]

§ 610.61 Package label. 

The following items shall appear on 
the label affixed to each package con-
taining a product: 

(a) The proper name of the product; 
(b) The name, address, and license 

number of manufacturer; 
(c) The lot number or other lot iden-

tification; 
(d) The expiration date; 
(e) The preservative used and its con-

centration, or if no preservative is used 
and the absence of a preservative is a 
safety factor, the words ‘‘no preserva-
tive’’; 

(f) The number of containers, if more 
than one; 

(g) The amount of product in the con-
tainer expressed as (1) the number of 
doses, (2) volume, (3) units of potency, 
(4) weight, (5) equivalent volume (for 
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; 
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