ANADA 200-420, Approved by FDA

CEFTIFLEX®

(ceftiofur sodium sterile po

For subcutaneous injection only in day-old chickens and day-old
turkey poults.

DESCRIPTION

CEFTIFLEX® contains the sodium salt of ceftiofur which is a broad
spectrum cephalosporin antibiotic active against gram-positive and
gram-negative bacteria including p-lactamase-producing strains.
Like other cephalosporins, ceftiofur is bactericidal in vitro, resulting
from inhibition of cell wall synthesis.

Each mL of the reconstituted drug contains ceftiofur sodium
equivalent to 50 mg ceftiofur. The pH was adjusted with sodium
hydroxide and monobasic potassium phosphate.

Reconstitution of the sterile powder: CEFTIFLEX® should be
reconstituted as follows:

1 gram vial- Reconstitute with 20 mL Sterile Water for Injection.
Each mL of the resulting solution contains ceftiofur sodium equiva-
lent to 50 mg ceftiofur.

4 gram vial- Reconstitute with 80 mL Sterile Water for Injection.
Each mL of the resulting solution contains ceftiofur sodium equiva-
lent to 50 mg ceftiofur.

INDICATIONS

Day-0ld Chicks CEFTIFLEX® is indicated for the control of early
mortality, associated with £. coli organisms susceptible to ceftiofur,
in day-old chicks.

Day-0ld Turkey Poults CEFTIFLEX®is indicated for the control
of early mortality, associated with E. coli organisms susceptible to
ceftiofur, in day-old turkey poults.

DOSAGE AND ADMINSTRATION

Day-0ld Chicks Administer by subcutaneous injection in the neck
region of day-old chicks at the dosage of 0.08 to 0.20 mg ceftiofur/
chick. One mL of the 50 mg/mL reconstituted solution will treat ap-
proximately 250 to 625 day-old chicks.

Reconstituted CEFTIFLEX® is to be administered by subcutaneous in-
jection only. A sterile 26 gauge needle and syringe or properly cleaned
automatic injection machine should be used.

Day-0ld Turkey Poults Adminster by subcutaneous injection in the
neck region of day-old turkey poults at the dosage of 0.17 to 0.5 mg
ceftiofur/poult. One mL of the 50 mg/mL reconstituted solution will
treat approximately 100 to 294 day-old turkey poults.

Reconstituted CEFTIFLEX® is to be administered by subcutaneous
injection only.

CONTRAINDICATIONS
As with all drugs, the use of CEFTIFLEX® is contraindicated in animals
previously found to be hypersensitive to the drug.

WARNINGS
NOT FOR HUMAN USE. KEEP OUT OF REACH OF CHILDREN.

Penicillins and cephalosporins can cause allergic reactions in
sensitized individuals. Topical exposures to such antimicrobials,
including ceftiofur, may elicit mild to severe allergic reactions in
some individuals. Repeated or prolonged exposure may lead to
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CAUTION:
Federal law restricts
this drug to use by
or on the order of a
licensed veterinarian.

Available in 1 gram
and 4 gram vials

sensitization. Avoid direct contact of the product with the skin,
eyes, mouth, and clothing.

Persons with a known hypersensitivity to penicillin or
cephalosporins should avoid exposure to this product.

In case of accidental eye exposure, flush with water for 15
minutes. In case of accidental skin exposure, wash with soap
and water. Remove contaminated clothing. If allergic reaction
occurs (e.g., skin rash, hives, difficult breathing), seek medical
attention.

The material safety data sheet contains more detailed
occupational safety information. To obtain a material safety data
sheet (MSDS) please call 1-909-392-8900. To report any adverse
event please call 1-909-392-8900.

ADVERSE REACTIONS

The use of CEFTIFLEX® may result in some sign of immediate and
transient local pain to the animal.

STORAGE CONDITIONS

Store unreconstituted product at controlled room temperature 20° to
25°C (68" to 77° F) [see USP].

Store reconstituted product either in a refrigerator 2° to 8° C (36° to
46° F) for up to 7 days or at controlled room temperature 20" to 25° C
(68°to 77° F) [see USP] for up to 12 hours. Protect from light. Color
may vary from off-white to a tan color. Color does not affect potency.

ONE-TIME SALVAGE PROCEDURE

FOR RECONSTITUTED PRODUCT

At the end of the 7-day refrigeration or 12-hour room temperature
storage period following reconstitution, any remaining reconstituted
product may be frozen for up to 8 weeks without loss in potency or
other chemical properties. This is a one-time only salvage procedure
for the remaining product. To use this salvaged product at any

time during the 8-week storage period, hold the vial under warm
running water, gently swirling the container to accelerate thawing,
or allow the frozen material to thaw at room temperature. Rapid
freezing or thawing may result in vial breakage. Any product not used
immediately upon thawing should be discarded.
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