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Food and Drug Administration, HHS § 520.1871 

§ 520.1860 Pradofloxacin. 
(a) Specifications. Each milliliter of 

suspension contains 25 milligrams (mg) 
pradofloxacin. 

(b) Sponsor. See No. 000859 in 
§ 510.600(c) of this chapter. 

(c) Special considerations. Federal law 
restricts this drug to use by or on the 
order of a licensed veterinarian. Fed-
eral law prohibits the extralabel use of 
this drug in food-producing animals. 

(d) Conditions of use in cats—(1) 
Amount. Administer 3.4 mg/lb (7.5 mg/ 
kg) body weight once daily for 7 con-
secutive days. 

(2) Indications for use. For the treat-
ment of skin infections (wounds and 
abscesses) in cats caused by susceptible 
strains of Pasteurella multocida, Strepto-
coccus canis, Staphylococcus aureus, 
Staphylococcus felis, and Staphylococcus 
pseudintermedius. 

[77 FR 76863, Dec. 31, 2012] 

§ 520.1870 Praziquantel tablets. 
(a) Specifications. Each tablet con-

tains: 
(1) 34 milligrams (mg) praziquantel. 
(2) 11.5 or 23 mg praziquantel. 
(b) Sponsors. See sponsors in 

§ 510.600(c) of this chapter: 
(1) No. 000859 for use of the product 

described in paragraph (a)(1) of this 
section, as in paragraph (c)(1) of this 
section; and for use of the product de-
scribed in paragraph (a)(2) of this sec-
tion, as in paragraph (c)(2) of this sec-
tion. 

(2) No. 000859 for use of the product 
described in paragraph (a)(1) of this 
section, as in paragraph (c)(1) of this 
section. 

(c) Conditions of use—(1) Dogs—(i) 
Amount. 5 pounds (lb) and under, 1⁄2 tab-
let (17 mg); 6 to 10 lb, 1 tablet (34 mg); 
11 to 15 lb, 11⁄2 tablets (51 mg); 16 to 30 
lb, 2 tablets (68 mg); 31 to 45 lb, 3 tab-
lets (102 mg); 46 to 60 lb, 4 tablets (136 
mg); over 60 lb, 5 tablets maximum (170 
mg). Administer directly by mouth or 
crumbled and in feed. 

(ii) Indications for use—(A) For re-
moval of canine cestodes Dipylidium 
caninum and Taenia pisiformis. 

(B) For removal of the canine cestode 
Echinococcus granulosus, and for re-
moval and control of the canine 
cestode Echinococcus multilocularis. 

(iii) Limitations—(A) If labeled only 
for use as in paragraph (c)(1)(ii)(A) of 
this section: Not intended for use in 
puppies less than 4 weeks of age. Con-
sult your veterinarian before admin-
istering tablets to weak or debilitated 
animals and for assistance in the diag-
nosis, treatment, and control of para-
sitism. 

(B) If labeled for use as in paragraph 
(c)(1)(ii)(B) of this section: Federal law 
restricts this drug to use by or on the 
order of a licensed veterinarian. 

(2) Cats—(i) Indications for use. For re-
moval of feline cestodes Dipylidium 
caninum and Taenia taeniaeformis. 

(ii) Dosage. Cats 4 pounds and under, 
11.5 mg; 5 to 11 pounds, 23 mg; over 11 
pounds, 34.5 mg. 

(iii) Limitations. Administer directly 
by mouth or crumbled and in feed. Not 
intended for use in kittens less than 6 
weeks of age. For OTC use: Consult 
your veterinarian before administering 
tablets to weak or debilitated animals, 
and for assistance in the diagnosis, 
treatment, and control of parasitism. 

[46 FR 60570, Dec. 11, 1981, as amended at 47 
FR 26377, June 18, 1982; 55 FR 2234, Jan. 23, 
1990; 58 FR 7864, Feb. 10, 1993; 58 FR 42853, 
Aug. 12, 1993; 68 FR 57351, Oct. 3, 2003; 69 FR 
62181, Oct. 25, 2004; 78 FR 17596, Mar. 22, 2013] 

§ 520.1871 Praziquantel and pyrantel. 
(a) Specifications. (1) Each tablet con-

tains 13.6 milligrams (mg) praziquantel 
and 54.3 mg pyrantel base (as pyrantel 
pamoate), 18.2 mg praziquantel and 72.6 
mg pyrantel base (as pyrantel 
pamoate), or 27.2 mg praziquantel and 
108.6 mg pyrantel base (as pyrantel 
pamoate). 

(2) Each chewable tablet contains 30 
mg praziquantel and 30 mg pyrantel 
pamoate or 114 mg praziquantel and 114 
mg pyrantel pamoate. 

(b) Sponsors. See sponsors in 
§ 510.600(c) for use as in paragraph (d) of 
this chapter. 

(1) See No. 000859 for use of tablets 
described in paragraph (a)(1) of this 
section for use as in paragraph (d)(1) of 
this section. 

(2) See No. 051311 for use of tablets 
described in paragraph (a)(2) of this 
section for use as in paragraph (d)(2) of 
this section. 

(c) Special considerations. See § 500.25 
of this chapter. 
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(d) Conditions of use—(1) Cats—(i) Dos-
age. Administer a minimum dose of 2.27 
mg praziquantel and 9.2 mg pyrantel 
pamoate per pound of body weight ac-
cording to the dosing tables on label-
ing. May be given directly by mouth or 
in a small amount of food. Do not with-
hold food prior to or after treatment. If 
reinfection occurs, treatment may be 
repeated. 

(ii) Indications for use. For removal of 
tapeworms (Dipylidium caninum and 
Taenia taeniaeformis), hookworms 
(Ancylostoma tubaeforme), and large 
roundworms (Toxocara cati) in cats and 
kittens. 

(iii) Limitations. Not for use in kit-
tens less than 2 months of age or 
weighing less than 2.0 pounds. Consult 
your veterinarian before giving to sick 
or pregnant animals. 

(2) Dogs—(i) Amount. Administer a 
minimum dose of 5 mg praziquantel 
and 5 mg pyrantel pamoate per kilo-
gram body weight (2.27 mg praziquantel 
and 2.27 mg pyrantel pamoate per 
pound body weight) according to the 
dosing tables on labeling. 

(ii) Indications for use. For the treat-
ment and control of roundworms 
(Toxocara canis and Toxascaris leonina), 
hookworms (Ancylostoma caninum, 
Ancylostoma braziliense, and Uncinaria 
stenocephala), and tapeworms 
(Dipylidium caninum and Taenia 
pisiformis) in dogs and puppies. 

[58 FR 58652, Nov. 3, 1993, as amended at 72 
FR 16270, Apr. 4, 2007; 75 FR 54018, Sept. 3, 
2010] 

§ 520.1872 Praziquantel, pyrantel 
pamoate, and febantel tablets. 

(a) Specifications. Each tablet or 
chewable tablet contains either: 

(1) Tablet No. 1: 22.7 milligrams 
praziquantel, 22.7 milligrams pyrantel 
base, and 113.4 milligrams febantel; or 

(2) Tablet No. 2: 68 milligrams 
praziquantel, 68 milligrams pyrantel 
base, and 340.2 milligrams febantel. 

(3) Tablet No. 3: 136 milligrams (mg) 
praziquantel, 136 mg pyrantel base, and 
680.4 mg febantel. 

(b) Sponsor. See 000859 in § 510.600(c) of 
this chapter. 

(c) Conditions of use—(1) Dogs—(i) 
Amount. Administer as a single dose di-
rectly by mouth or in a small amount 
of food as follows: 

Weight of animal Number of tablets per dose 

Kilograms Pounds Tablet 
no. 1 

Tablet 
no. 2 

Tablet 
no. 3 

0.9 to 1.8 ...... 2 to 4 ....... 1/2.
2.3 to 3.2 ...... 5 to 7 ....... 1.
3.6 to 5.4 ...... 8 to 12 ..... 1 1/2.
5.9 to 8.2 ...... 13 to 18 ... 2.
8.6 to 11.4 .... 19 to 25 ... 2 1/2.
11.8 to 13.6 .. 26 to 30 ... ......... 1.
14.1 to 20.0 .. 31 to 44 ... ......... 1 1/2.
20.4 to 27.2 .. 45 to 60 ... ......... 2 ........... 1 
27.7 to 40.9 .. 61 to 90 ... ......... ......... 1 1/2 
41.3 to 54.5 .. 91 to 120 ......... ......... 2 

(ii) Indications for use. For the re-
moval of tapeworms (Dipylidium 
caninum, Taenia pisiformis, Echinococcus 
granulosus); hookworms (Ancylostoma 
caninum, Uncinaria stenocephala); 
ascarids (Toxocara canis, Toxascaris 
leonina); and whipworms (Trichuris 
vulpis) and for the removal and control 
of tapeworm Echinococcus multilocularis 
in dogs. 

(iii) Limitations. Do not use in preg-
nant animals. Do not use in dogs 
weighing less than 0.9 kilogram (2 
pounds) or puppies less than 3 weeks of 
age. Federal law restricts this drug to 
use by or on the order of a licensed vet-
erinarian. 

[59 FR 33908, July 1, 1994, as amended at 61 
FR 29651, June 12, 1996; 68 FR 22293, Apr. 28, 
2003; 71 FR 6677, Feb. 9, 2006] 

§ 520.1880 Prednisolone tablets. 
(a) Specifications. Each tablet con-

tains 5 or 20 milligrams prednisolone. 
(b) Sponsor. See No. 061690 in 

§ 510.600(c)(2) of this chapter. 
(c) Special considerations. (1) Clinical 

and experimental data have dem-
onstrated that corticosteroids adminis-
tered orally or parenterally to animals 
may induce the first stage of parturi-
tion when administered during the last 
trimester of pregnancy and may pre-
cipitate parturition followed by 
dystocia, fetal death, retained pla-
centa, and metritis. 

(2) Do not use in viral infections. 
Systemic therapy with prednisolone is 
contraindicated in animals with peptic 
ulcer, corneal ulcer, and Cushingoid 
syndrome. The presence of diabetes, 
osteoporosis, predisposition to 
thrombophlebitis, hypertension, con-
gestive heart failure, renal insuffi-
ciency, and active tuberculosis neces-
sitates carefully controlled use. Some 
of the above conditions occur only 
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