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21 CFR Ch. I (4–1–10 Edition) § 520.2640 

§ 520.2640 Tylosin. 
(a) Specifications. Each jar contains 

tylosin tartrate equivalent to 100 
grams tylosin base. 

(b) Sponsor. See No. 000986 in 
§ 510.600(c) of this chapter. 

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

(d) Conditions of use—(1) Chickens—(i) 
Amount. 2 grams per gallon for 1 to 5 
days as the sole source of drinking 
water. Treated chickens should con-
sume enough medicated drinking water 
to provide 50 milligrams (mg) tylosin 
per pound of body weight per day. 

(ii) Indications for use. As an aid in 
the treatment of chronic respiratory 
disease (CRD) associated with Myco-
plasma gallisepticum sensitive to tylosin 
in broiler and replacement chickens. 
For the control of chronic respiratory 
disease (CRD) associated with M. 
gallisepticum sensitive to tylosin at 
time of vaccination or other stress in 
chickens. For the control of chronic 
respiratory disease (CRD) associated 
with Mycoplasma synoviae sensitive to 
tylosin in broiler chickens. 

(iii) Limitations. Prepare a fresh solu-
tion every 3 days. Do not use in layers 
producing eggs for human consump-
tion. Do not administer within 24 hours 
of slaughter. 

(2) Turkeys—(i) Amount. 2 grams per 
gallon for 2 to 5 days as the sole source 
of drinking water. Treated turkeys 
should consume enough medicated 
drinking water to provide 60 mg tylosin 
per pound of body weight per day. 

(ii) Indications for use. For maintain-
ing weight gains and feed efficiency in 
the presence of infectious sinusitis as-
sociated with Mycoplasma gallisepticum 
sensitive to tylosin. 

(iii) Limitations. Prepare a fresh solu-
tion every 3 days. Do not use in layers 
producing eggs for human consump-
tion. Do not administer within 5 days 
of slaughter. 

(3) Swine—(i) Amount. 250 mg per gal-
lon as the only source of drinking 
water for 3 to 10 days, depending on the 
severity of the condition being treated. 

(ii) Indications for use. For the control 
and treatment of swine dysentery asso-
ciated with Brachyspira hyodysenteriae 
and for the control of porcine prolif-
erative enteropathies (PPE, ileitis) as-
sociated with Lawsonia intracellularis. 

(iii) Limitations. Prepare a fresh solu-
tion daily. Do not administer within 48 
hours of slaughter. Follow with tylosin 
phosphate medicated feed as in 
§ 558.625(f)(1)(vi)(c) of this chapter. 

(4) Honey bees—(i) Amount. Mix 200 
milligrams tylosin in 20 grams confec-
tioners’/powdered sugar. Use imme-
diately. Apply (dust) this mixture over 
the top bars of the brood chamber once 
weekly for 3 weeks. 

(ii) Indications for use. For the control 
of American foulbrood (Paenibacillus 
larvae). 

(iii) Limitations. The drug should be 
fed early in the spring or fall and con-
sumed by the bees before the main 
honey flow begins, to avoid contamina-
tion of production honey. Complete 
treatments at least 4 weeks before 
main honey flow. 

[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; 68 FR 24879, 
May 9, 2003; 70 FR 69439, Nov. 16, 2005; 73 FR 
76946, Dec. 18, 2008] 

PART 522—IMPLANTATION OR 
INJECTABLE DOSAGE FORM NEW 
ANIMAL DRUGS 

Sec. 
522.23 Acepromazine. 
522.44 Sterile sodium acetazolamide. 
522.46 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 and 

injectible dosage forms. 
522.90a Ampicillin trihydrate sterile suspen-

sion. 
522.90b Ampicillin trihydrate for suspen-

sion. 
522.90c Ampicillin sodium. 
522.144 Arsenamide sodium aqueous injec-

tion. 
522.147 Atipamezole. 
522.150 Azaperone. 
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. 
522.234 Butamisole hydrochloride. 
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