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Florfenicol 300 mg/mL,Flunixin meglumine 27.4 mg

Solution for injection
(146-43-92424-00)
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Therapeutic treatment of febrile respiratory tract infections caused by Mannheimia haemolytica,
Pasteurella multocida ,Mycoplasma bovis or histophilus somni in cattle.
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4.5 Special precautions for use

(i) Special precautions for use in animals

Flunixin is toxic to avian scavengers. Do not administer to animals susceptible to enter
wild fauna food chain. In case of death or sacrifice of treated animals, ensure that they
are not made available to wild fauna.

(ii) Special precautions to be taken by the person administering the
veterinary medicinal product to animals:

Laboratory studies in rabbits and rats with the excipient N-methyl pyrrolidone
have shown evidence of foetotoxic effects. Women of childbearing age, pregnant
women _or women suspected of being pregnant should use the veterinary
medicinal product with serious caution to avoid accidental self-injection.

4.6 Adverse reactions (frequency and seriousness
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Cattle:

Very common Injection site swelling’

(>1 animal / 10
animals treated):
Very rare Anaphylactic-type reaction?

<1 animal /
10,000 animals
treated, including

isolated reports):

become 1becomes palpable 2 3 days after subcutaneous |nject|on The duratlon
of the injection site swellings ranged from 15-36 days post-injection. Grossly,
this is associated with minimal to mild irritation of the subcutis. Extension into
the underlying muscle was noted in only a few instances. By 56 days post-
dosing, no gross lesions were observed that would require any trim-out at
slaughter.

’these reactions may be fatal.

43.7 Use during pregnancy, lactation or lay

laeta!&en The safetv of the veterlnarv medlcmal product has not been asseseed

established in cattle during pregnancy, lactation or in_animals intended for
breeding. Laboratory studies in rabbits and rats with the excipient N-methyl
pyrrolidone have shown evidence of foetotoxic effects. Use only accerdingly
according to the benefit-risk assessment by the responsible veterinarian.

65.3 Environmental properties

Flunixin is toxic to avian scavengers although foreseen low exposure leads to low risk.
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