Food and Drug Administration, HHS

adjunct to surgery or debridement with
associated infection. The drug is indi-
cated where control of bacterial infec-
tion is required during the treatment
of acute urinary tract infections, acute
bacterial complications of distemper,
acute respiratory tract infections,
acute alimentary tract infections,
wound infections, and abscesses.

(3) Limitations. For oral use only. Ad-
minister the recommended dose once
daily or one-half the recommended
daily dose every 12 hours. Administer
for 2 to 3 days after symptoms have
subsided. If no improvement is seen in
3 days, discontinue therapy and re-
evaluate diagnosis. Do not treat for
more than 14 consecutive days. During
long-term treatment, a complete blood
count is recommended. The drug
should not be used in patients showing
marked liver parenchymal damage or
blood dyscrasia, nor in those with a
history of sulfonamide sensitivity.
Federal law restricts this drug to use
by or on the order of a licensed veteri-
narian.

[60 FR 19168, May 7, 1985, as amended at 61
FR 8873, Mar. 6, 1996; 62 FR 61625, Nov. 19,
1997]

§520.2613 Trimethoprim and sulfa-

diazine powder.

(a) Specifications. Each gram of pow-
der contains 67 milligrams of
trimethoprim and 333 milligrams of
sulfadiazine.

(b) Sponsor. See No. 000009 and 058711
in §510.600(c) of this chapter.

(c) Conditions of use: Horses—(1) Dos-
age. 3.75 grams of powder per 110 pounds
(50 kilograms) of body weight per day.

(2) Indications for use. For control of
bacterial infections of horses during
treatment of acute strangles, res-
piratory tract infections, acute uro-
genital infections, wound infections,
and abscesses.

(3) Limitations. Administer orally in a
small amount of feed, as a single daily
dose, for 5 to 7 days. Continue therapy
for 2 to 3 days after clinical signs have
subsided. If no improvement is seen in
3 to 5 days, reevaluate diagnosis. A
complete blood count should be done
periodically with prolonged use. Not
for use in horses intended for food. Fed-

§520.2640

eral law restricts this drug to use by or
on the order of a licensed veterinarian.

[68 FR 36135, July 6, 1993, as amended by 64
FR 68289, Dec. 7, 1999]

§520.2640 Tylosin.

(a) Specifications. Tylosin is the anti-
biotic substance produced by growth of
Streptromyces fradiae or the same anti-
biotic substance produced by any other
means. Tylosin, present as the tartrate
salt, conforms to the appropriate anti-
biotic standard. Tylosin contains at
least 95 percent tylosin as a combina-
tion of tylosin A, tylosin B, tylosin C,
and tylosin D of which at least 80 per-
cent 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) Sponsor. See No.
§510.600(c) of this chapter.

(c) Special considerations. The quan-
tities of antibiotic in paragraph (e) of
this section refer to the activity of the
appropriate standard.

(d) Related tolerances. See §556.740 of
this chapter.

(e) Conditions of use. It is used in
drinking water of animals as follows:

(1) Chickens—(i) Amount. 2 grams per
gallon.

(ii) Indications for wuse. Aid in the
treatment of chronic respiratory dis-
ease (CRD) caused by Mycoplasma
gallisepticum sensitive to tylosin in
broiler and replacement chickens. For
the control of chronic respiratory dis-
ease (CRD) caused by Mycoplasma
gallisepticum sensitive to tylosin at
time of vaccination or other stress in
chickens. For the control of chronic
respiratory disease (CRD) caused by
Mycoplasma  synoviae  sensitive to
tylosin in broiler chickens.

(iii) Limitations. Do not use in layers
producing eggs for human consump-
tion; administer from 1 to 5 days as
sole source of drinking water; treated
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chickens should consume enough medi-
cated drinking water to provide 50 mil-
ligrams of tylosin per pound of body
weight per day; prepare a fresh solu-
tion every 3 days; do not administer
within 24 hours of slaughter .

(2) Turkeys—({i) Amount. 2 grams per
gallon.

(ii) Indications for use. Maintaining
weight gains and feed efficiency in the
presence of infectious sinusitis caused
by Mycoplasma gallisepticum sensitive
to tylosin.

(iii) Limitations. Do not use in layers
producing eggs for human consump-
tion; administer from 2 to 5 days as
sole source of drinking water; treated
turkeys should consume enough medi-
cated drinking water to provide 60 mil-
ligrams of tylosin per pound of body
weight per day; prepare a fresh solu-
tion every 3 days; when sinus swelling
is present, inject the sinus with tylosin
injectable simultaneously with the
drinking water treatment; do not ad-
minister within 5 days of slaughter.

3) Swine—(1) Amount. 0.25 gram per
gallon.

(ii) Indications for use. For the control
and treatment of swine dysentery
(bloody scours) caused by pathogens
sensitive to tylosin.

(iii) Limitations. As only source of
drinking water for 3 to 10 days, depend-
ing on the severity of the condition
being treated: mix fresh solution daily;
medication must be withheld from ani-
mals 48 hours prior to slaughter.

[40 FR 13838, Mar. 27, 1975, as amended at 50

FR 49841, Dec. 5, 1985; 59 FR 14365, Mar. 28,
1994; 62 FR 39443, July 23, 1997]

PART  522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

Sec.

522.23
522.44
522.46

Acepromazine maleate injection.

Sterile sodium acetazolamide.

Alfaprostol.

522.56 Amikacin sulfate injection.

522.62 Aminopentamide hydrogen sulfate in-
jection.

522.82 Aminopropazine fumarate sterile so-
lution injection.

522.84 Beta-aminopropionitrile fumarate.

522.88 Sterile amoxicillin trihydrate for sus-
pension.

522.90 Ampicillin implantation
injectible dosage forms.

and
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522.90a. Ampicillin trihydrate sterile suspen-
sion.

522.90b Ampicillin trihydrate for sterile sus-
pension.

522.90c Ampicillin sodium for aqueous injec-
tion.

522.144 Arsenamide sodium aqueous injec-
tion.

522.147 Atipamezole hydrochloride.

522.150 Azaperone injection.

522.161 Betamethasone acetate and
betamethasone disodium phosphate aque-
ous suspension.

522.163 Betamethasone dipropionate and
betamethasone sodium phosphate aque-
ous suspension.

522.204 Boldenone undecylenate injection.

522.234 Butamisole hydrochloride.

522.246 Butorphanol tartrate injection.

522.311 Carfentanil citrate injection.

522.313 Ceftiofur sterile powder for injec-
tion.

522.314 Ceftiofur hydrochloride sterile sus-
pension.

522.380 Chloral hydrate, pentobarbital, and
magnesium sulfate sterile aqueous solu-
tion.

522.390 Chloramphenicol injection.

522.460 Cloprostenol sodium.

522.468 Colistimethate sodium powder for
injection.

522.480 Repository corticotropin injection.

522.518 Cupric glycinate injection.

522.533 Deslorelin acetate.

522.5635 Desoxycorticosterone pivalate.

522.536 Detomidine hydrochloride injection.

522.540 Dexamethasone injection.

522.542 Dexamethasone-21-isonicotinate sus-
pension.

522.563 Diatrizoate meglumine
trizoate sodium injection.

522.575 Diazepam injection.

522.650 Dihydrostreptomycin sulfate injec-
tion.

522.690 Dinoprost tromethamine sterile so-
lution.

522.723 Diprenorphine hydrochloride injec-
tion.

522.770 Doramectin.

522.775 Doxapram hydrochloride injection.

522.778 Doxycycline hyclate.

522.784 Doxylamine succinate injection.

522.800 Droperidol and fentanyl citrate in-
jection.

522.812 Enrofloxacin solution.

522.820 Erythromycin injection.

522.840 Estradiol.

522.842 Estradiol benzoate and testosterone
propionate in combination.

522.850 Estradiol valerate and norgestomet
in combination.

522.863 Ethylisobutrazine hydrochloride in-
jection.

522.883 Etorphine hydrochloride injection.

522.900 Euthanasia solution.

522.914 Fenprostalene solution.

522.940 Colloidal ferric oxide injection.

and dia-
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