Food and Drug Administration, HHS

§558.618 Tilmicosin.

(a) Approvals. Type A medicated arti-
cles: 90.7 grams of tilmicosin (as
tilmicosin phosphate) per pound (200
grams per Kkilogram) to 000986 in
§510.600(c) of this chapter.

(b) Special considerations. Do not use
in any feed containing bentonite.

(c) Related tolerances. See §556.735 of
this chapter.

(d) Conditions of use.
swine feed as follows:

(1) Amount per ton. 181 grams to 363
grams tilmicosin.

(2) Indications for use. For the control
of swine respiratory disease associated
with Actinobacillus pleuropneumoniae
and Pasteurella multocida.

(3) Limitations. For use in swine feed
only. The safety of tilmicosin has not
been established in pregnant swine or
swine intended for breeding purposes.
Feed continuously as the sole ration
for 21-day period, beginning approxi-
mately 7 days before an expected dis-
ease outbreak. Withdraw 7 days before
slaughter. Federal law restricts this
drug to use under the professional su-
pervision of a licensed veterinarian.
Any animal feed bearing or containing
this drug shall be fed to animals only
by or upon a lawful veterinary feed di-
rective (VFD) issued by a licensed vet-
erinarian in the course of the veteri-
narian’s professional practice. VFD’s
for tilmicosin phosphate shall not be
refilled.

(4) VFD Requirements. This drug and
any article or feed manufactured from
it shall bear the following cautionary
statements: ‘““Caution: Federal law lim-
its this drug to use under the profes-
sional supervision of a licensed veteri-
narian. Animal feed bearing or contain-
ing this veterinary feed directive drug
shall be fed to animals only by or upon
a lawful veterinary feed directive
issued by a licensed veterinarian in the
course of the veterinarian’s profes-
sional practice.”” A VFD shall contain
the following information: The name,
address, and phone number of the vet-
erinarian and the client; identification
of the animals to be treated, including,
identification of the species, number of
animals, and the location of the ani-
mals; date of treatment and, if dif-
ferent, date of prescribing the VFD
drug; the condition or disease being di-
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agnosed or treated; name of the animal
drug; level of animal drug in feed and
amount of feed; feeding instructions
with withdrawal time; any special in-
structions and cautionary statements
necessary for use of the drug in con-
formance with the approval; expiration
date of VFD; number of refills, if per-
mitted by approval; signature of the
veterinarian; veterinarian’s license
number and name of the State issuing
the license.

[61 FR 68148, Dec. 27, 1996; 62 FR 15391, Apr. 1,
1997]

§558.625 Tylosin.

(a) Specifications. Tylosin is the anti-
biotic substance produced by growth of
Streptomyces fradiae or the same anti-
biotic substance produced by any other
means. Tylosin, present as the phos-
phate salt, conforms to the appropriate
antibiotic standard. Tylosin contains
at least 95 percent tylosin as a com-
bination of tylosin A, tylosin B, tylosin
C, and tylosin D of which at least 80
percent is tylosin A as determined by a
method entitled ‘‘Determination of
Factor Content in Tylosin by High Per-
formance Liquid Chromatography,”
which is incorporated by reference.
Copies are available from the Dockets
Management Branch (HFA-305), Food
and Drug Administration, rm. 1-23,
12420 Parklawn Dr., Rockville, MD
20857, or available for inspection at the
Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC 20001.

(b) Approvals. Type A medicated arti-
cle levels of tylosin granted to firms as
sponsor(s) and identified by drug list-
ing numbers in §510.600(c) of this chap-
ter for the specific usage indicated in
paragraph (f) of this section.

(1) To 000986: 10, 40, 100 grams per
pound, paragraphs (f)(1) (i) through (vi)
of this section.

(2) To 051359: 1, 2, 4, 5, 8, 10, 20, and 40
grams per pound, paragraphs (f)(1) (i)
through (vi) of this section.

(3) To 043733: 20 and 40 grams per
pound, paragraphs (f)(1)(i) through (vi)
of this section.

(4) [Reserved]

(5) To 017800: 0.4, 0.8, 1, and 8 grams
per pound, paragraph (f)(1)(vi)(a) of this
section; 10 and 40 grams per pound,
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