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storing biological products, at a li-
censed establishment, except as other-
wise prescribed herein, shall be thor-
oughly sterilized by live steam at a
temperature of at least 120 °C. for not
less than one-half hour, or by dry heat
at a temperature of at least 160 °C. for
not less than one hour. If for any rea-
son such methods of sterilization are
impracticable, then a process known to
be equally efficacious in destroying
microorganisms and their spores may
be substituted after approval by the
Administrator.

(b) Instruments which are found to be
damaged by exposure to the degree of
heat prescribed in this section, after
having been thoroughly cleaned, may
be sterilized by boiling for not less
than 15 minutes.

[23 FR 10051, Dec. 23, 1958, as amended at 34
FR 18119, Nov. 11, 1969; 56 FR 66783, Dec. 26,
1991]

§109.2 Sterilizers.

Steam and dry-heat sterilizers used
in connection with the processing of bi-
ological products at licensed establish-
ments shall be equipped with auto-
matic temperature recording gauges:
Provided, That other record keeping
systems may be used when approved by
the Administrator. When gauges are
used, they shall be periodically stand-
ardized to assure accuracy. Charts and
other temperature records made during
production shall be available at all
times charts and records shall be kept
in accordance with part 116 of this
chapter.

[356 FR 16039, Oct. 13, 1970, as amended at 56
FR 66783, Dec. 26, 1991]

§109.3 Pasteurizers.

All pasteurizing equipment shall
meet the requirements in paragraphs
(a), (b), and (c) of this section and be
acceptable to Animal and Plant Health
Inspection Service.

(a) Metal serum containers shall be
used in licensed establishments. During
the heating process, each container
shall be surrounded by a separate
water jacket or equivalent so that the
entire container, including its 1lid, is
heated to the required temperature.
Each serum container shall be equipped
with a motor-driven agitator and a sep-
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arate automatic recording thermom-
eter.

(b) Each water bath shall have an
automatic temperature control to
limit the temperature of the water to a
maximum of 62 °C., an automatic re-
cording thermometer, an indicating
thermometer set in a fixed position,
and circulating mechanism adequate to
insure equal temperatures throughout
the bath. The heating unit for the bath
shall be separated from the serum con-
tainer and the water jacket.

(c) Accurate thermometers at 1li-
censed establishments shall be used at
frequent intervals to check tempera-
tures of the serum as registered by re-
cording thermometers.

[356 FR 16039, Oct. 13, 1970, as amended at 56
FR 66783, Dec. 26, 1991]
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§112.1 General.

(a) Unless otherwise authorized or di-
rected by the Administrator, each bio-
logical product prepared at a licensed
establishment, or imported, shall be
packaged and labeled as prescribed in
this part before it is removed from the
licensed establishment or presented for
importation: Provided, That biological
products to be imported for research
and evaluation shall be subject to
packaging and labeling requirements
in §112.9. Provided further, That, unless
otherwise exempted, all preparation,
including packaging and labeling, of bi-
ological products shall only be per-
formed in a licensed establishment
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§112.2

under an approved Outline of Produc-
tion.

(b) No person shall apply or affix to
or include with, or cause to be applied
or affixed to or included with, any car-
ton or final container of a biological
product, any label, stamp, mark or
statement that is false or misleading in
any particular, is not in compliance
with the regulations, or is not ap-
proved by APHIS.

(c) No person shall alter, mark or re-
move any approved labeling affixed to
or included with any biological product
prior to selling or otherwise distrib-
uting such product. In addition, no per-
son shall mark any carton, other con-
tainer, or final container of a biologi-
cal product so as to falsify the labeling,
make it misleading, or cause it to be il-
legible.

(d) Labels that are stamped, printed
or glued directly on cartons, other con-
tainers, or final containers shall be leg-
ible throughout the dating period. Bio-
logical products bearing labels, which
have been altered, mutilated, de-
stroyed, obliterated or removed, shall
be withheld from the market.

[38 FR 12094, May 9, 1973, as amended at 59
FR 43445, Aug. 24, 1994]

§112.2 Final container label,
label, and enclosure.

(a) Unless otherwise provided, final
container labels, carton labels, and en-
closures (inserts, circulars, or leaflets)
shall include the information specified
in this section.

(1) The principal part of the true
name of the biological product which
name shall be identical with that
shown in the product license under
which such product is prepared, or the
permit under which it is imported,
shall be prominently lettered and
placed giving equal emphasis to each
word composing it. Descriptive terms
used in the true name on the product
license or permit shall also appear. Ab-
breviations of the descriptive terms
may be used on the final container
label if complete descriptive terms ap-
pear on a carton label and enclosures;

(2) If the biological product is pre-
pared in the United States, the name
and address of the producer (licensee or
subsidiary) or if the biological product
is prepared in a foreign country, the
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name and address of the permittee and
of the foreign producer.

(3) The license or permit number as-
signed by the Department which shall
be shown only in one of the following
forms respectively: “U.S. Veterinary
License No. )7 or “‘U.S. Vet. Li-
cense No. ,> or ““U.S. Vet Lic. No.
,” or “U.S. Veterinary Permit No.
,> or “U.S. Permit No. 7’

4) Storage temperature rec-
ommendation for the biological prod-
uct stated as not over 45 °F. or stated
as not over 7 °C. or stated as not over
45 °F. or 7 °C.

(5) Full instructions for the proper
use of the product, including vaccina-
tion schedules, warnings, cautions, and
the like: Provided, That in the case of
very small final container labels or
carton, a statement as to where such
information is to be found, such as
‘““See enclosure for complete direc-
tions,” ‘‘Full directions on carton,” or
comparable statement;

(6) In the case of a multiple-dose
final container, a warning to use entire
contents when first opened: Provided,
That a diagnostic or a desensitizing
antigen packaged in a multiple-dose
final container is exempt;

(7) If the biological product contains
viable or dangerous organisms or vi-
ruses, a warning to ‘“Burn this con-
tainer and all unused contents,”” except
that in the case of a small one-dose
container, the statement “Burn this
container’ or ‘“‘Burn this vial” may be
used.

(8) In the case of a biological product
recommended for use in domestic ani-
mals, the edible portion of which may
be used for food purposes, a with-
holding statement of not less than 21
days to read: ‘Do not vaccinate within
(insert number) days before slaughter”’
or ‘“‘Do not vaccinate food-producing
animals within (insert number) days
before slaughter’: Provided, That
longer periods shall be stated when
deemed necessary by the Adminis-
trator. Very small final container la-
bels are exempted from this require-
ment.

(9) The following information shall
appear on the final container label and
carton label, if any, but need not ap-
pear on the enclosure:

(i) A permitted expiration date;
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