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Nematodirus spp., Oesophagostomum 
radiatum). 

(b) Limitations. Use 3 grams per 100 lb. 
body weight at a single dose; may re-
peat once in 2 to 3 weeks; do not treat 
animals within 3 days of slaughter; 
milk taken from treated animals with-
in 96 hours (8 milkings) after the latest 
treatment must not be used for food. 

(ii) Amount. 5 grams per 100 lb. body 
weight. 

(a) Indications for use. Control of se-
vere infections of gastrointestinal 
roundworms (Trichostrongylus spp., 
Haemonchus spp., Ostertagia spp., 
Nematodirus spp., Oesophagostomum 
radiatum); control of infections of 
Cooperia spp. 

(b) Limitations. 5 grams per 100 lb. 
body weight at a single dose or divided 
into 3 equal doses, administered 1 dose 
each day, on succeeding days; may re-
peat once in 2 to 3 weeks; do not treat 
animals within 3 days of slaughter; 
milk taken from treated animals with-
in 96 hours (8 milkings) after the latest 
treatment must not be used for food. 

(2) Goats—(i) Amount. 3 grams per 100 
lb. body weight. 

(ii) Indications for use. Control of se-
vere infections of gastrointestinal 
roundworms (Trichostrongylus spp., 
Haemonchus spp., Ostertagia spp., 
Cooperia spp., Nematodirus spp., 
Bunostomum spp., Strongyloides spp., 
Chabertia spp., and Oesophagostomum 
spp. ). 

(iii) Limitations. 3 grams per 100 lb. 
body weight at a single dose; do not 
treat animals within 30 days of slaugh-
ter; milk taken from treated animals 
within 96 hours (8 milkings) after the 
latest treatment must not be used for 
food. 

(3) Sheep and goats—(i) Amount. 2 
grams per 100 lb. body weight. 

(ii) Indications for use. Control of in-
fections of gastrointestinal 
roundworms (Trichostrongylus spp., 
Haemonchus spp., Ostertagia spp., 
Cooperia spp.; Nematodirus spp., 
Bunostomum spp., Strongyloides spp., 
Chabertia spp., and Oesophagostomum 
spp. ); also active against ova and lar-
vae passed by sheep from 3 hours to 3 
days after the feed is consumed (good 
activity against ova and larvae of T. 
colubriformis and axei, Ostertagia spp., 
Nematodirus spp., Strongyloides spp.; less 

effective against those of Haemonchus 
contortus and Oesophagostomum spp. ). 

(iii) Limitations. Use 2 grams per 100 
lb. body weight at a single dose; do not 
treat animals within 30 days of slaugh-
ter; milk taken from treated animals 
within 96 hours (8 milkings) after the 
latest treatment must not be used for 
food. 

(4) For swine—(i) Amount. 45.4–908 
grams per ton (0.005–0.1 percent). 

(ii) Indications for use. Aid in the pre-
vention of infections of large 
roundworms (genus Ascaris). 

(iii) Limitations. Administer continu-
ously feed containing 0.05–0.1 percent 
thiabendazole per ton for 2 weeks fol-
lowed by feed containing 0.005–0.02 per-
cent thiabendazole per ton for 8–14 
weeks; do not treat animals within 30 
days of slaughter. 

(5) Pheasants—(i) Amount. 454 grams 
per ton (0.05 percent) continuously for 2 
weeks (14 days). 

(ii) Indications for use. For the treat-
ment of gapeworms (Syngamus trachea) 
in pheasants. 

(iii) Limitations. Do not use treated 
pheasants for food for 21 days after last 
day of treatment. Fertility, hatch-
ability, and other reproductive data 
are not available on use in breeding 
animals. 

[40 FR 13959, Mar. 27, 1975, as amended at 47 
FR 49641, Nov. 2, 1982; 49 FR 29958, July 25, 
1984; 51 FR 7400, Mar. 3, 1986; 52 FR 2686, Jan. 
26, 1987; 62 FR 63271, Nov. 28, 1997] 

§ 558.618 Tilmicosin. 
(a) Specifications. Type A medicated 

article containing 90.7 grams (g) per 
pound tilmicosin as tilmicosin phos-
phate (200 g per kilogram). 

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

(c) Special considerations—(1) 
Tilmicosin medicated feeds are re-
stricted to use under a veterinary feed 
directive (VFD). See § 558.6 of this chap-
ter for required label statements and 
other limitations. 

(2) VFDs for tilmicosin phosphate 
shall not be refilled. 

(3) Labeling of tilmicosin Type B or 
Type C medicated feeds must bear the 
following warnings: 

(i) Do not allow horses or other 
equines access to feeds containing 
tilmicosin. 
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(ii) Use of antibacterial drugs in the 
absence of a susceptible bacterial infec-
tion is unlikely to provide benefit to 
treated animals and may increase the 
risk of the development of drug-resist-
ant pathogenic bacteria. 

(4) Special considerations for use of 
tilmicosin medicated swine feeds in-
clude the following: 

(i) The expiration date of VFDs for 
tilmicosin must not exceed 90 days 
from the time of issuance. 

(ii) Labeling of tilmicosin Type B or 
Type C medicated feeds for swine must 
bear the following warning: ‘‘Do not 
use in any feeds containing bentonite. 
Bentonite in feeds may affect the effi-
cacy of tilmicosin.’’ 

(iii) Feed containing tilmicosin shall 
not be fed to pigs for more than 21 days 
during each phase of production with-
out ceasing administration for reevalu-
ation of antimicrobial use by a licensed 
veterinarian before reinitiating a fur-
ther course of therapy with an appro-
priate antimicrobial. 

(5) Special consideration for use of 
tilmicosin medicated cattle feeds in-
clude the following: 

(i) The expiration date of VFDs for 
cattle must not exceed 45 days from 
the time of issuance. 

(ii) Labeling of tilmicosin Type B or 
Type C medicated feeds for cattle must 
bear the following warning: ‘‘Do not 
use in any feeds containing bentonite, 
cottonseed meal, or cottonseed hulls. 
Bentonite, cottonseed meal, or cotton-
seed hulls in feeds may affect the effi-
cacy of tilmicosin.’’ 

(iii) To assure both food safety and 
responsible use in cattle, administra-
tion of feed containing tilmicosin to 
cattle experiencing an outbreak of 
BRD must be initiated during the first 
45 days of the production period, shall 
not exceed a single 14-consecutive-day 
treatment, should not occur concur-
rent with or following administration 
of an injectable macrolide, and should 
not occur within 3 days following ad-
ministration of a nonmacrolide 
injectable BRD therapy. Tilmicosin 
medicated feed treatment has not been 
evaluated in cattle with severe clinical 
disease. Cattle with severe clinical ill-
ness should be evaluated for individual 
treatment with an alternative non- 
macrolide therapy. 

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

(e) Conditions of use. It is used in feed 
as follows: 

Tilmicosin phosphate in 
grams/ton Indications for use Limitations Sponsor 

(1) 181 to 363 ..................... Swine: For the control of swine res-
piratory disease associated with 
Actinobacillus pleuropneumoniae and 
Pasteurella multocida.

Feed continuously as the sole ration for 
21-day period, beginning approxi-
mately 7 days before an anticipated 
disease outbreak. The safety of 
tilmicosin has not been established in 
male swine intended for breeding pur-
poses. Swine intended for human 
consumption must not be slaughtered 
within 7 days of the last treatment 
with this drug product.

000986 

(2) 568 to 757 ..................... Cattle: For the control of bovine res-
piratory disease (BRD) associated 
with Mannheimia haemolytica, 
Pasteurella multocida, and Histophilus 
somni in groups of beef and nonlac-
tating dairy cattle, where active BRD 
has been diagnosed in at least 10 
percent of the animals in the group.

Feed continuously for 14 days to pro-
vide 12.5 milligrams/kilogram/head/ 
day. The safety of tilmicosin has not 
been established in cattle intended for 
breeding purposes. This drug product 
is not approved for use in female 
dairy cattle 20 months of age or older. 
Use in these cattle may cause drug 
residues in milk. This drug product is 
not approved for use in calves in-
tended to be processed for veal. A 
withdrawal period has not been estab-
lished in preruminating calves. Cattle 
intended for human consumption must 
not be slaughtered within 28 days of 
the last treatment with this drug prod-
uct..

000986 
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[61 FR 68148, Dec. 27, 1996; 62 FR 15391, Apr. 1, 
1997, as amended at 64 FR 13679, Mar. 22, 1999; 
65 FR 76930, Dec. 8, 2000; 67 FR 21997, May 2, 
2002; 69 FR 78306, Dec. 30, 2004; 76 FR 76894, 
Dec. 9, 2011] 

§ 558.625 Tylosin. 
(a) Specifications. Type A medicated 

articles containing tylosin phosphate. 
(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)–(4) [Reserved] 
(5) To No. 051311: 0.4, 0.8, 1, and 8 

grams per pound, paragraph (f)(1)(vi)(a) 
of this section; 10 and 40 grams per 
pound, paragraphs (f)(1) (i) through (vi) 
of this section. 

(6)–(8) [Reserved] 
(9)–(13)[Reserved] 
(14) To 016968: 1, 2, 4, 8, and 10 grams 

per pound, paragraphs (f)(1) (i), (iii), 
(iv), and (vi) of this section; 20, 25, 40, 
and 100 grams per pound, paragraphs 
(f)(1) (i) through (vi) of this section. 

(15)–(24) [Reserved] 
(25) To 066104: 4, 8, and 10 grams per 

pound, paragraph (f)(1)(vi)(a) of this 
section; 20 and 40 grams per pound, 
paragraphs (f)(1) (i) through (vi) of this 
section. 

(26)–(32) [Reserved] 
(33) To 034936: 0.8 and 2 grams per 

pound, paragraph (f)(1)(vi)(a) of this 
section; 4, 8, and 10 grams per pound, 
paragraphs (f)(1)(i), (iii), (iv), and (vi) of 
this section; 40 grams per pound, para-
graphs (f)(1) (i) through (vi) of this sec-
tion; 100 grams per pound, paragraphs 
(f)(1) (i), (ii), (iii), (iv), and (vi) of this 
section. 

(34) [Reserved] 
(35) To 039741: 2 and 10 grams per 

pound, paragraph (f)(1)(vi)(a) of this 
section. 

(36)–(38) [Reserved] 
(39) To 061623: 10 grams per pound, 

paragraph (f)(1)(vi)(a) of this section. 
(40) To 035955: 10 grams per pound, 

paragraph (f)(1)(vi)(a) of this section. 
(41)–(47) [Reserved] 
(48) To 017790: 5, 10, 20, and 40 grams 

per pound, paragraphs (f)(1) (i) through 
(vi) of this section. 

(49)–(53) [Reserved] 
(54) To 046573: 5, 10, 20, and 40 grams 

per pound, paragraphs (f)(1) (i) through 
(vi) of this section. 

(55)–(56) [Reserved] 
(57) To 028459: 0.4 and 10 grams per 

pound; paragraph (f)(1)(vi)(a) of this 
section. 

(58)–(62) [Reserved] 
(63) To 046987: 5, 10, 20, and 40 grams 

per pound, paragraphs (f)(1) (i) through 
(vi) of this section. 

(64)–(65) [Reserved] 
(66) To 024174: 5, 10, 20, and 40 grams 

per pound, paragraphs (f)(1) (i) through 
(vi) of this section. 

(67)–(76) [Reserved] 
(77) To 050639: 5, 10, 20, and 40 grams 

per pound, paragraphs (f)(1) (i) through 
(vi) of this section. 

(78) To 050972: 0.36, 0.4, 0.72, and 0.8 
gram per pound, paragraph (f)(1)(vi)(a) 
of this section; 1 gram per pound, para-
graphs (f)(1)(vi) (a), (b), and (d) of this 
section. 

(79)–(80) [Reserved] 
(81)–(82) [Reserved] 
(83) To 046573: 5-, 10-, 20-, and 40- 

grams per pound, paragraphs (f)(1) (i) 
through (vi) of this section. 

(84) [Reserved] 
(85) To 047126: 10, 40, and 100 grams 

per pound, paragraphs (f)(1) (i) through 
(vi) of this section. 

(86)–(88) [Reserved] 
(89) To 048164: 5, 10, 20, and 40 grams 

per pound, paragraph (f)(1) (i) through 
(vi) of this section. 

(c) Special considerations. (1) Type C 
medicated feeds for cattle may be man-
ufactured from tylosin liquid Type B 
medicated feeds which have a pH be-
tween 4.5 and 6.0 and which bear appro-
priate mixing directions as follows: 

(i) For liquid feeds stored in recircu-
lating tank systems: Recirculate im-
mediately prior to use for not less than 
10 minutes, moving not less than 1 per-
cent of the tank contents per minute 
from the bottom of the tank to the top. 
Recirculate daily as described even 
when not used. 

(ii) For liquid feeds stored in me-
chanical, air, or other agitation-type 
tank systems: Agitate immediately 
prior to use for not less than 10 min-
utes, creating a turbulence at the bot-
tom of the tank that is visible at the 
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