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21 CFR Ch. I (4–1–12 Edition) § 526.464c 

prior to 72 hours (6 milkings) after 
calving must not be used for human 
food. Animals infused with this product 
must not be slaughtered for food from 
the time of infusion until 72 hours after 
calving. Federal law restricts this drug 
to use by or on the order of a licensed 
veterinarian. 

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

(1) Amount. One dose per infected 
quarter immediately after last milk-
ing. 

(2) Indications for use. Treatment and 
prophylaxis of bovine mastitis in non-
lactating cows due to Streptococcus 
agalactiae and Staphylococcus aureus. 

(3) Limitations. For use in dry cows 
only. Not to be used within 4 weeks (28 
days) of calving. Animals infused with 
this product must not be slaughtered 
for food use for 4 weeks (28 days) after 
the latest infusion. Federal law re-
stricts this drug to use by or on the 
order of a licensed veterinarian. 

[57 FR 37334, Aug. 18, 1992; 57 FR 42623, Sept. 
15, 1992, as amended at 58 FR 61016, Nov. 19, 
1993; 60 FR 55660, Nov. 2, 1995; 68 FR 44878, 
July 31, 2003] 

§ 526.464c Cloxacillin sodium for 
intramammary infusion, sterile. 

(a) Specifications. Each milliliter con-
tains cloxacillin sodium equivalent to 
20.0 milligrams of cloxacillin. 

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

(c) Related tolerances. See § 556.165 of 
this chapter. 

(d) Conditions of use. Lactating cows— 
(1) Amount. 10 milliliters (one dose of 
200 milligrams) per infected quarter. 

(2) Indications for use. Treatment of 
mastitis in lactating cows due to Strep-
tococcus agalactiae and Staphylococcus 
aureus, nonpenicillinase-producing 
strains. 

(3) Limitations. Administer after 
milking, cleaning, and disinfecting, 
and as early as possible after detection. 
Treatment should be repeated at 12- 
hour intervals for a total of three 
doses. Milk taken from treated animals 
within 48 hours (four milkings) after 
the latest treatment should not be used 
for food. Treated animals should not be 
slaughtered for food within 10 days 
after the latest treatment. Federal law 

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

[57 FR 37335, Aug. 18, 1992, as amended at 60 
FR 55660, Nov. 2, 1995; 68 FR 44878, July 31, 
2003] 

§ 526.464d Cloxacillin sodium for 
intramammary infusion. 

(a) Specifications. Each milliliter con-
tains cloxacillin sodium equivalent 20.0 
milligrams of cloxacillin. 

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

(c) Related tolerances. See § 556.165 of 
this chapter. 

(d) Conditions for use. Lactating cows— 
(1) Amount. 10 milliliters (one dose of 
200 milligrams) per infected quarter. 

(2) Indications for use. Treatment of 
mastitis in lactating cows due to Strep-
tococcus agalactiae and Staphylococcus 
aureus, nonpenicillinase-producing 
strains. 

(3) Limitations. Administer after 
milking, cleaning, and disinfecting, 
and as early as possible after detection. 
Treatment should be repeated at 12- 
hour intervals for a total of three 
doses. Milk taken from treated animals 
within 48 hours (4 milkings) after the 
latest treatment should not be used for 
food. Treated animals should not be 
slaughtered for food within 10 days 
after the latest treatment. Federal law 
restricts this drug to use by or on the 
order of a licensed veterinarian. 

[57 FR 37335, Aug. 18, 1992, as amended at 60 
FR 55660, Nov. 2, 1995] 

§ 526.820 Erythromycin. 
(a) Specifications. (1) Each 6-milliliter, 

single-dose, disposable syringe con-
tains 300 milligrams of erythromycin 
(as the base), 0.45 milligram of 
butylated hydroxyanisole, and 0.45 mil-
ligram of butylated hydroxytoluene. 

(2) Each 12-milliliter, single-dose, dis-
posable syringe contains 600 milligrams 
of erythromycin (as the base), 0.90 mil-
ligram of butylated hydroxyanisole, 
and 0.90 milligram of butylated hy-
droxytoluene. 

(3) The vehicle is triglyceride of satu-
rated fatty acids from coconut oil. 

(4) The drug may or may not be ster-
ile. 

(b) Sponsor. See No. 061623 in 
§ 510.600(c) of this chapter. 

VerDate Mar<15>2010 14:14 May 10, 2012 Jkt 226072 PO 00000 Frm 00364 Fmt 8010 Sfmt 8010 Q:\21\21V6.TXT ofr150 PsN: PC150



355 

Food and Drug Administration, HHS § 526.1590 

(c) Conditions of use—(1) Amount. (i) 
Lactating cows: After milking, clean-
ing, and disinfecting, infuse contents of 
a single 6-milliliter syringe into each 
infected quarter; repeat procedure at 
12-hour intervals for a maximum of 3 
consecutive infusions. 

(ii) Dry cows: After milking, clean-
ing, and disinfecting, infuse contents of 
a single 12-milliliter syringe into each 
infected quarter at the time of drying 
off. 

(2) Indications for use. Treatment of 
mastitis due to Staphylococcus aureus, 
Streptococcus agalactiae, Streptococcus 
dysgalactiae, and Streptococcus uberis in 
lactating or dry cows. 

(3) Limitations. Milk taken from ani-
mals during treatment and for 36 hours 
(3 milkings) after the latest treatment 
must not be used for food. 

[47 FR 15772, Apr. 13, 1982, as amended at 66 
FR 14074, Mar. 9, 2001; 68 FR 4915, Jan. 31, 
2003] 

§ 526.1130 Hetacillin potassium for 
intramammary infusion. 

(a) Specifications. Each 10 milliliter 
syringe contains hetacillin potassium 
equivalent of 62.5 milligrams of ampi-
cillin. 

(b) Sponsor. See No. 000010 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use. Lactating cows— 
(1) Amount. 10 milliliters of hetacillin 
potassium equivalent to 62.5 milli-
grams ampicillin into each infected 
quarter. Repeat at 24-hour intervals 
until a maximum of three treatments 
has been given. 

(2) Indications for use. Treating acute, 
chronic, or subclinical bovine mastitis 
in lactating cows caused by susceptible 
strains of Streptococcus agalactiae, 
Streptococcus dysgalactiae, Staphy-
lococcus aureus, and Escherichia coli. 

(3) Limitations. Milk that has been 
taken from animals during treatment 
and for 72 hours (6 milkings) after the 
latest treatment must not be used for 
food. Treated animals must not be 
slaughtered for food until 10 days after 
the latest treatment. Federal law re-
stricts this drug to use by or on the 
order of a licensed veterinarian. 

[57 FR 37335, Aug. 18, 1992, as amended at 75 
FR 10168, Mar. 5, 2010] 

§ 526.1590 Novobiocin oil suspension. 

(a)(1) Specifications. Each 10 milli-
liters of oil suspension contains the 
equivalent of 400 milligrams of 
novobiocin (present as sodium 
novobiocin). 

(2) Sponsor. See No. 000009 in 
§ 510.600(c) of this chapter. 

(3) Related tolerances. See § 556.460 of 
this chapter. 

(4) Conditions of use—(i) Amount. Ten 
milliliters (equivalent to 400 milli-
grams of novobiocin) infused in each 
quarter. 

(ii) Indications for use. It is used in 
dry cows for the treatment of mastitis 
caused by susceptible strains of Staphy-
lococcus aureus and Streptococcus 
agalactiae. 

(iii) Limitations. Infuse each quarter 
at the time of drying off, but not less 
than 30 days prior to calving. Do not 
slaughter treated animals for food use 
for 30 days following udder infusion. 
For udder installation for the treat-
ment of mastitis in dry cows only. 

(b)(1) Specifications. Each 10 milli-
liters of oil suspension contains the 
equivalent of 150 milligrams of 
novobiocin (present as sodium 
novobiocin). 

(2) Sponsor. See No. 000009 in 
§ 510.600(c) of this chapter. 

(3) Related tolerances. See § 556.460 of 
this chapter. 

(4) Conditions of use—(i) Amount. In-
fuse 10 milliliters (equivalent to 150 
milligrams of novobiocin) in each quar-
ter after milking. Repeat treatment 
once after 24 hours. 

(ii) Indications for use. Use in lac-
tating cows for treatment of mastitis 
caused by susceptible strains of Staphy-
lococcus aureus. 

(iii) Limitations. Do not milk for at 
least 6 hours after treatment; after-
wards, milk at regular intervals. Milk 
taken from treated animals within 72 
hours (6 milkings) after latest treat-
ment must not be used for food. Do not 
slaughter treated animals for food for 
15 days following latest treatment. If 
redness, swelling, or abnormal milk 
persists or increases after treatment, 
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