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° The Code of Federal Regulations ° § 530.3 Definitions. (a) Extralabel use means actual
use or intended use of a drug in an animal in a manner that is not in accordance with
the approved labeling. This includes, but is not limited to, use in species not listed
in the labeling, use for indications (disease or other conditions) not listed in the
labeling, use at dosage levels, frequencies, or routes of administration other than those
stated in the labeling, and deviation from the labeled withdrawal time based on these
different uses.

® The Code of Federal Regulations > § 530. 11 Limitations. (a) Extralabel use in an animal
of an approved new animal drug or human drug by a lay person (except when under the
supervision of a licensed veterinarian);(b) Extralabel use of an approved new animal
drug or human drug in or on an animal feed;(c) Extralabel use resulting in any residue
which may present a risk to the public health; and(d) Extralabel use resulting in any
residue above an established safe level, safe concentration or tolerance.
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" The Code of Federal Regulations > § 530.1 Scope.This part applies to the extralabel
use in an animal of any approved new animal drug or approved new human drug by or on
the lawful order of a licensed veterinarian within the context of a valid
veterinary-client-patient relationship.
® The Code of Federal Regulations§530. 2 Purpose : The purpose of this part is to establish
conditions for extralabel use or intended extralabel use in animals by or on the lawful
order of licensed veterinarians of Food and Drug Administration approved new animal drugs
and approved new human drugs. Such use is limited to treatment modalities when the health
of an animal is threatened or suffering or death may result from failure to treat.
® The Code of Federal Regulations > (i) (1) A veterinarian has assumed the responsibility
for making medical judgments regarding the health of (an) animal(s) and the need for
medical treatment, and the client (the owner of the animal or animals or other caretaker)
has agreed to follow the instructions of the veterinarian;(2) There is sufficient
knowledge of the animal(s) by the veterinarian to initiate at least a general or
preliminary diagnosis of the medical condition of the animal(s); and(3) The practicing
veterinarian is readily available for followup in case of adverse reactions or failure
of the regimen of therapy. Such a relationship can exist only when the veterinarian has
recently seen and is personally acquainted with the keeping and care of the animal(s)
by virtue of examination of the animal(s), and/or by medically appropriate and timely
visits to the premises where the animal(s) are kept.
' The Code of Federal Regulations » § 530. 12 Label ing. Any human or animal drug prescribed
and dispensed for extralabel use by a veterinarian or dispensed by a pharmacist on the
order of a veterinarian shall bear or be accompanied by labeling information adequate
3



(a) B2y ShgRFEAL L B p 2 B E L LAy ub -

(b) #taul * AL ok Bfd S a3 opta s plEf
$ AR LR

(COBRF FFdp iz fe & % GLP > & JA4R ™ 300 cvds 7 %)
PSR HE BB ERE MR LRES
PR

(d) BFHp ~ 2z

() RFFHI -~ FdE 7 il kp i b hasi
AR GY R SRR

(z) "Rz &

LApMEEL*» Frrd Fiigflin RENANETRP

2R3 108 & 7 7 26 pixEF % 10803511320 553 'e2
M TR e A B U2 EFAELF LA
Fud RFE LT R A By ot X R i 2 T i
PEE R A EREERRAMART L TN B
R ATES 2302 % 3R P 2 FR S 2 EFR2 2 2l
@r o wd ARG R EEE ANRTREP -

to assure the safe and proper use of the product. Such information shall include the
following:(a) The name and address of the prescribing veterinarian. If the drug is
dispensed by a pharmacy on the order of a veterinarian, the labeling shall include the
name of the prescribing veterinarian and the name and address of the dispensing pharmacy,
and may include the address of the prescribing veterinarian;(b) The established name
of the drug or, if formulated from more than one active ingredient, the established name
of each ingredient;(c) Any directions for use specified by the veterinarian, including
the class/species or identification of the animal or herd, flock, pen, lot, or other
group of animals being treated, in which the drug is intended to be used; the dosage,
frequency, and route of administration; and the duration of therapy;(d) Any cautionary
statements; and(e) The veterinarian’s specified withdrawal, withholding, or discard
time for meat, milk, eggs, or any other food which might be derived from the treated
animal or animals.
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