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Food and Drug Administration, HHS § 520.88b 

1 These conditions are NAS/NRC reviewed 
and deemed effective. Applications for these 
uses need not include effectiveness data as 
specified by § 514.111 of this chapter, but may 
require bioequivalency and safety informa-
tion.

(b) Sponsor. See No. 000061 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use. (1) The drug is 
used in dogs to control bacterial diar-
rhea caused by organisms susceptible 
to neomycin and to reduce smooth 
muscle contractions.1

(2) It is administered at a dosage 
level of one to two tablets per 10 
pounds of body weight twice daily for 3 
days.1 

(3) Federal law restricts this drug to 
use by or on the order of a licensed vet-
erinarian.1

[40 FR 13838, Mar. 27, 1975, as amended at 46 
FR 48642, Oct. 2, 1981; 61 FR 8873, Mar. 6, 1996; 
62 FR 61624, Nov. 19, 1997]

§ 520.88 Amoxicillin oral dosage forms.

§ 520.88a Amoxicillin trihydrate film-
coated tablets. 

(a) Specifications. Each tablet con-
tains amoxicillin trihydrate equivalent 
to 50, 100, 150, 200, or 400 milligrams of 
amoxicillin. 

(b) Sponsor. See No. 000069 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use—(1) Dogs—(i) 
Amount. 5 milligrams per pound of body 
weight, twice a day. 

(ii) Indications for use. Treatment of 
infections of the respiratory tract (ton-
sillitis, tracheobronchitis), genito-
urinary tract (cystitis), gastro-
intestinal tract (bacterial 
gastroenteritis), and soft tissues (ab-
scesses, lacerations, wounds), caused 
by susceptible strains of Staphylococcus 
aureus, Streptococcus spp., Escherichia 
coli, Proteus mirabilis, and bacterial der-
matitis caused by S. aureus, Strepto-
coccus spp., and P. mirabilis.

(iii) Limitations. Administer for 5 to 7 
days or 48 hours after all symptoms 
have subsided. If no improvement is 
seen in 5 days, review diagnosis and 
change therapy. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

(2) Cats—(i) Amount. 50 milligrams (5 
to 10 milligrams per pound of body 
weight) once a day. 

(ii) Indications for use. Treatment of 
infections caused by susceptible orga-
nisms as follows: upper respiratory 
tract due to S. aureus, Streptococcus 
spp., and E. coli; genitourinary tract 
(cystitis) due to S. aureus, Streptococcus 
spp., E. coli, and P. mirabilis; gastro-
intestinal tract due to E. coli; and skin 
and soft tissue (abscesses, lacerations, 
and wounds) due to S. aureus, Strepto-
coccus spp., E. coli, and Pasteurella 
multocida.

(iii) Limitations. Administer for 5 to 7 
days or 48 hours after all symptoms 
have subsided. If no improvement is 
seen in 5 days, review diagnosis and 
change therapy. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

[57 FR 37319, Aug. 18, 1992, as amended at 60 
FR 55658, Nov. 2, 1995]

§ 520.88b Amoxicillin trihydrate for 
oral suspension. 

(a) Specifications. When reconstituted, 
each milliliter contains amoxicillin 
trihydrate equivalent to 50 milligrams 
of amoxicillin. 

(b) Sponsor. See No. 000069 in 
§ 510.600(c) of this chapter. 

(1) Conditions of use—(i) Dogs—(A) 
Amount. 5 milligrams per pound of body 
weight twice daily. 

(B) Indications for use. Treatment of 
infections caused by susceptible strains 
of organisms as follows: respiratory 
tract (tonsillitis, tracheobronchitis) 
caused by Staphylococcus aureus, Strep-
tococcus spp., Escherichia coli, and Pro-
teus mirabilis; genitourinary tract (cys-
titis) caused by S. aureus, Streptococcus 
spp., E. coli, and P. mirabilis; gastro-
intestinal tract (bacterial 
gastroenteritis) caused by S. aureus, 
Streptococcus spp., E. coli, and P. 
mirabilis; bacterial dermatitis caused 
by S. aureus, Streptococcus spp., and P. 
mirabilis; and soft tissues (abscesses, 
lacerations, and wounds) caused by S. 
aureus, Streptococcus spp., E. coli, and P. 
mirabilis.

(C) Limitations. Use for 5 to 7 days or 
48 hours after all symptoms have sub-
sided. Federal law restricts this drug to 
use by or on the order of a licensed vet-
erinarian. 

(ii) Cats—(A) Amount. 50 milligrams 
(5 to 10 milligrams per pound) once 
daily. 
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