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Horses: Finadyne solution is recommended for the alleviation of inflammation and
painassociated with muscu-loskeletal disorders in the horse and for the alleviation
of visceral pain associated with colic - as IV injection only.
Cattle: Finadyne solution is recommended for the antipyretic effect in acute

conditions in cattle - as IV injection only.
Pigs: Sow mamilliary metritis agalactia syndrome - as IM injection only.

3.3 Contraindications
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Do not use if haematopoiesis or haemostasis is impaired.

Do not use in case of colic caused by ileus and associated with dehydration.

The safety of the veterinary medicinal product has been established in pregnant cows and

sows. Do not use the veterinary medicinal product within 48 hours before expected
parturition in cows_and sows.
The safety of the veterinary medicinal product has not been established in

pregnant mares. Do not use during the whole of the pregnancy.

The safety of the veterinary medicinal product has not been established in
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bulls, stallions and boars intended for breeding. Do not use in breeding bulls,

breeding stallions and breeding boars.

Do not administer other non-steroidal anti-inflammatory drugs (NSAIDs)
concurrently or within 24 hours of each other.

Do not administer corticosteroids concurrently.

3.4 Special warning-foreach-target-species warnings

3.5 Special precautions for use

Special precautions for safe use in the target species:

Use of NSAID’s in hypovolemic animals or animals with shock should be
subject to a benefit-risk evaluation performed by the responsible
veterinarian due to the risk of renal toxicity.

Use in very young (cattle, horses: less than 6 weeks old) as well as in old animals

may involve additional risks. If such treatment cannot be avoided, careful clinical
observation is indicated. The underlying cause of pain, inflammation or colic should
be determined and, when appropriate, antibiotic or re-hydration therapy should be
given concurrently.

NSAIDs can cause phagocytosis inhibition and, therefore, in the treatment of
inflammatory states associated with bacterial infections, appropriate concurrent
antimicrobial therapy should be established.

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

This veterinary medicinal product may cause hypersensitivity (allergy)
reactions. People with known hypersensitivity to non-steroidal anti-
inflammatory drugs such as flunixin and/or to propylene glycol should avoid
contact with the veterinary medicinal product. In case of hypersensitivity
reactions seek medical advice and show the package leaflet or the label to

the physician
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Accidental self-injection may cause pain and inflammation. In case of
accidental self- injection, seek medical advice immediately and show the

package leaflet or the label to the physician.

Laboratory studies in rats with flunixin have shown evidence of foetotoxic

effects. Pregnant women should use the veterinary medicinal product with

serious caution to avoid accidental self-injection.

3.6 Adverse events

Cattle:

Uncommon
(1 to 10 animals / 1,000
animals treated):

Injection site reaction (such as injection site irritation and injection site

swelling).

Rare
(1 to 10 animals / 10,000
animals treated):

Liver disorder;
Renal disorder (Nephropathy, Papillary necrosis)1.

Very rare

(<1 animal / 10,000
animals treated, including
isolated reports):

Anaphylaxis (e.g. Anaphylactic shock, Hyperventilation,
Convulsion, Collapse, Death)4;

AtaxiaZ;

Blood and lymphatic system disorder3, Haemorrhage;

Digestive tract disorder (gastrointestinal irritation,

gastrointestinal ulceration, digestive tract haemorrhage, nausea,
blood in faeces, diarrhoea)’:;

Delay of parturition?, stillbirth4, retained placenta®:

Appetite loss.

I Particularly in hypovolaemic and hypotensive animals.

2 After intravenous administration. At the onset of the first symptoms,
administration should be stopped immediately and, if necessary, anti-shock

treatment should be started.
S Blood count abnormalities.

4 By a tocolytic effect induced by inhibition of the synthesis of prostaglandins,

responsible for the initiation of parturition.
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S |f the product is used in the period following parturition.

Horses:

Uncommon
(1to 10 animals / 1,000
animals treated):

Injection site reaction (such as injection site irritation and injection site

swelling).

Rare
(1to 10 animals / 10,000
animals treated):

Liver disorder;
Renal disorder (Nephropathy, Papillary necrosis)1.

Very rare
(<1 animal / 10,000

animals treated, including

Anaphylaxis (e.g. Anaphylactic shock, Hyperventilation,
Convulsion, Collapse, Death)%;
AtaxiaZ;

isolated reports):

Blood and lymphatic system disorder3, Haemorrhage;

Digestive tract disorder (gastrointestinal irritation,
gastrointestinal ulceration, digestive tract haemorrhage, nausea,
blood in faeces, diarrhoea)’;

Delay of parturition?, stillbirth®, retained placenta®;

Excitation®;

Muscle weakness®;

Appetite loss.

1 Particularly in hypovolaemic and_hypotensive animals.

2 After intravenous administration. At the onset of the first symptoms,
administration should be stopped immediately and, if necessary, anti-shock

treatment should be started.
S Blood count abnormalities.

4 By a tocolytic effect induced by inhibition of the synthesis of prostaglandins,

responsible for the initiation of parturition.

5 |f the product is used in the period following parturition.

6 May occur through accidental intra-arterial

injection.

Pigs

Uncommon
(1 to 10 animals / 1,000
animals treated):

Injection site reaction (such as injection site skin discolouration,
injection site pain, injection site irritation and injection site
swelling) .

Rare
(1 to 10 animals / 10,000

Liver disorder;

Renal disorder (Nephropathy, Papillary necrosis)?.

animals treated):

Very rare
(<1 animal / 10,000
animals treated, including

isolated reports):

Blood and lymphatic system disorder4, Haemorrhage:

Digestive tract disorder (gastrointestinal irritation,

gastrointestinal ulceration, digestive tract haemorrhage,
vomiting, nausea, blood in faeces, diarrhoea)?;

Delay of parturition®, stillbirthS, retained placenta®:

Appetite loss.

1 Resolves pontaneously within 14 days.
Particularly in hypovolaemic and hypotensive animals.

4 Blood count abnormalities.

S By a tocolytic effect induced by inhibition of the synthesis of prostaglandins,

responsible for the initiation of parturition.
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6 |f the product is used in the period following parturition.

3.7 Use during pregnancy or lactation or lay

Pregnancy:

The safety of the veterinary medicinal product has been established in pregnant
cows and sows. Do not use the veterinary medicinal product within 48 hours

before expected parturition in cows and sows.

The safety of the veterinary medicinal product has not been established in pregnant
mares. Do not use during the whole of the pregnancy.

Laboratory studies in rats have revealed fetotoxicity of flunixin after intramuscular administration
at maternotoxic doses as well as an extension of the gestation period.

Fertility:

The safety of the veterinary medicinal product has not been established in bulls,
stallions and boars intended for breeding. Do not use in breeding bulls, breeding
stallions and breeding boars.

3.7 Interaction with other medicinal products and other forms of interaction

Do not administer other non-steroidal anti-inflammatory drugs (NSAIDs) concurrently

or within 24 hours of each other. Do not administer corticosteroids concurrently.

Concurrent use of other NSAIDs or corticosteroids may increase the risk of gastro- intestinal
ulceration

Flunixin may decrease the effect of some antihypertensive drugs by inhibiting
prostaglandin synthesis, such as diuretics, ACE inhibitors (angiotensin converting
enzyme inhibitors) and B-blockers.

Concomitant administration of potentially nephrotoxic drugs_(e.g., aminoglycoside
antibiotics) should be avoided

3.10_Symptoms of overdose (and where applicable, emergency procedures and
antidotes)

Overdose is associated with gastrointestinal toxicity. Ataxia and incoordination may
also occur.
In case of overdose, symptomatic treatment should be administered.
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Horse:

Foals administered an overdose of 6.6 mg flunixin/kg bodyweight (i.e., 5X the recommended
clinical dose) had more gastrointestinal ulceration, greater cecal pathology and cecal
petechiation scores than control foals. .

In horses, after intravenous injection of three times the recommended dose, a transient
increase in blood pressure may be observed.

Cattle:

In cattle, intravenous administration of three times the recommended dose did not cause any
adverse effects.

Pigs treated with 11 or 22 mg flunixin/kg bodyweight (i.e., 5X or 10X the recommended
clinical dose) had increased spleen weight. Discoloration at the injection sites that resolved
over the time was observed with higher incidence or severity in pigs treated with higher
doses.

In pigs, at 2 mg/kg twice daily, a painful reaction at the injection site and an increase in
leukocyte counts were observed.

In the absence of compatibility studies, this veterinary medicinal product must
not be mixed with other veterinary medicinal products.
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	ההתוויה המאושרת לתכשיר:
	Horses: Finadyne solution is recommended for the alleviation of inflammation and painassociated with muscu-loskeletal disorders in the horse and for the alleviation of visceral pain associated with colic - as IV injection only.
	Cattle: Finadyne solution is recommended for the antipyretic effect in acute inflammatory
	conditions in cattle - as IV injection only.
	Pigs: Sow mamilliary metritis agalactia syndrome - as IM injection only.
	השינויים המהותיים בעלון לרופא:
	3.3 Contraindications
	…
	3.5 Special precautions for use
	3.6  Adverse events
	Untoward effects include gastro-intestinal irritation, ulceration and, in dehydrated or hypovolaemic animals, potential for renal damage.
	In pigs transient irritation may occur at the injection site, this resolves spontaneously within 14 days.
	Anaphylactic-type reactions have been reported in horses and cattle, resulting in collapse following intravenous injection. Such reactions, on very rare occasions have been life-threatening in spontaneous pharmacovigilance reports.
	The frequency of adverse reactions is defined using the following convention:
	very common (more than 1 in 10 animals treated displaying adverse reaction(s)
	common (more than 1 but less than 10 animals in 100 animals treated)
	uncommon (more than 1 but less than 10 animals in 1,000 animals treated)
	rare (more than 1 but less than 10 animals in 10,000 animals treated)
	very rare (less than 1 animal in 10,000 animals treated, including isolated
	reports).
	Cattle:
	3.7 Use during pregnancy or lactation or lay
	Laboratory studies in rats have revealed fetotoxicity of flunixin after intramuscular administration at maternotoxic doses as well as an extension of the gestation period.
	3.7 Interaction with other medicinal products and other forms of interaction
	Concurrent use of other NSAIDs or corticosteroids may increase the risk of gastro- intestinal ulceration
	Horse:
	Foals administered an overdose of 6.6 mg flunixin/kg bodyweight (i.e., 5X the recommended clinical dose) had more gastrointestinal ulceration, greater cecal pathology and cecal petechiation scores than control foals. .
	In horses, after intravenous injection of three times the recommended dose, a transient increase in blood pressure may be observed.
	Cattle:
	In cattle, intravenous administration of three times the recommended dose did not cause any adverse effects.
	Pig:
	Pigs treated with 11 or 22 mg flunixin/kg bodyweight (i.e., 5X or 10X the recommended clinical dose) had increased spleen weight. Discoloration at the injection sites that resolved over the time was observed with higher incidence or severity in pigs t...
	In pigs, at 2 mg/kg twice daily, a painful reaction at the injection site and an increase in leukocyte counts were observed.
	5.1 Major incompatibilities
	Do not administer other NSAIDs concurrently or within 24 hours of each other.
	השינויים המהותיים בעלון לצרכן:


