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Solution for Injection Gorticosteroid

Use during pregnancy
and lactation: v
Itis not recommended for use in pregnant SHELF
animals except forinducing the parturition. Administration in early LIFE

pregnancy is known to have caused foetal abnormalities in laboratory animals. 36
Administration in late pregnancy may cause early parturition or abortion.

Use of the product in lactating cows may cause a transient reduction in milk yield. months II d d
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S WITHDRAWAL PERIOD

PaCk size The goat and cattle should not be sent to slaughter during the treatment
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] and following 8 days from the last drug administration. In cattle producing k ,I.")/’IIIIIIIII
ﬁm milk for human consumption, the milk should not be presented to human /)
&GS consumption during the treatment and following 72 hours (6 milkings). “““
Itis not used in goats producing milk for human consumption. ORI \|
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CORPOSITION Vetakort g Soluton for Inecton s a e, lnost calouess strie soluion vith a slightcharactrisic odour and each l contans dexamethasone sodium phospfat equivaent o 2 mg dexa base as an acive substance and 1.5 mg methyl paraben (animicobia presenvtive), 0.2 mg propy!
parahen {artimicrobial prservativ) aiid 1 g sadiunt etabisult {antiodant}as exciplents, PHARMACOLOGICAL PROPERTIES Pharmacodynamic propertes: Dexamethasone i a fluoro-methyl dervative of prednisolone with immunosuppressant, antiallergic and ant-inflammatory effects. It stimulates the gluconeogenesis.
aresut, blood sugar Tevel s. While the of mineralocorticosteroids is minimal, the relative potency expressed by the antiinfiammatory effect of dexamethasone is about 25 folds higher than hydrocortisone. It prevents the shock and induces the parturition. It inhibits the capilary dilatation and functions and
migration of the leukocy the sis. Pharmacokinetic proper he product is short-acting and with a rapid onset of activity (approximately 48 hours). Ester form s rapidly absorbed by the administration routes without an intravenous route and metabolized to dexamethasone by hydrolyzation. It
feaches fo maximum plast es of the administration in cattl, horse and dogs. Bioavailabilty is almost 100% by intramuscular administration. According to the species the elimination halfife is 5-20 hours after intravenous and intramuscular administrations. AREA OF USE/INDICATIONS Cat, Dog:
Inflammation, allrgy and shock treatment Cattle: Inflammation, allergy and shock treatment, primary ketos f parturition. Goat: Inflammation, allergy and shock treatment, primary ketosis treatment (pregnancy toxemia) Horse: Ostecarticular inflammations (arthrits, bursits or tenosynovitis), inflammation,
allergy and shock treatment ROUTE OF ADMINISTRATION AND DOSAGE For the treatment of a b Itis applied as a s ctio doses For the treatment of primary ketosis in catle; It is applied as a single dose of 0.02:0.04 mg/kg dexamethasone (5-10 ml product per 500 kg body
weight) by intra lar route. In case of the continue o repeat of the symptoms, the upper limit dose (0.04 mg/kg) may be necessary. Care shol o
Forthe induction of parturiton n catte: A single dose of 10 mi productis administered by intramuscular route beginning from the 260th day of the estation. Paturiton should o
hours after the administration. Treatment of arthrits, bursitis or tenosynovitis in horse; 1-5 ml is administered by intrasynovial route. This amount s quoted as a guide, administration amount should
be decided by the physician. In intrasynovial or intrabursal routes, an equivalent volume of fluid should be withdrawn from the nj Strict asepsis is essential. Asepsis rules should ot be
neglected in al administrations. For the smal volumes of less than 1 mi a suitable syringe should be used to ensure accurate administration of the correct dose. SPECIAL CLINICAL INFORMATION
AND WARNING FOR TARGET SPECIES If the product s used for nducton of parturtion n cattle then  higl f etained placentae may be experienced and possble subsequent metris
‘subfertilty, also survival rate may decrease in calves. The possibilty of worsening the situation should be considered when used for the treatment of lamintis in horse. It should be used onl laminitis in horsg, therefore a careful observation
is required during the treatment. The effective dose suppresses the hypothalamicpituitary-adrenal axis (HPA). After the treatment, adrenal insufficiency symptoms extend to adrenocortical trophy and this may cause to animals notto be sufficienty resistant n stressful situations. Therefore, in order to minimize problems related
o adrenalinufficency ater the reatment atention should be paid fo endogenots corsol peaks with concurrent appicaion (moring in dogs, evening incais)and presautions should b thought such s gracual educion of he dose. Use n young or eldery amimals may leadto ncrase of advers reactions. Terefore, e
dose reduction and clinical observation are necessary for these animals. They should be followed by the veterinarian during the treatment. In case of the bacterialinfection, antibacterial products should be sed together vith the steroids. In the presence of the infection, steroids may worsen the case and may severe the infection.
Corticosteroid administration is for recovery in the clinical signs more than the treatment, in the cases without inducing of parturition and ketosis. Therefore, the main reason of the disease should be searched. Due to immunosuppression, corticosteroids may reduce the response to vaccination. Therefore, vaccines and steroids
‘should not be administered concurrently. It should only be used in lactating animals according to the benefitrisk assessment of the veterinarian. After intra-artcular applications, the use of the joint for 1 month should be minimized and surgical operation should not be performed before 8 weeks after the administration of the
product i used nth teatment ofshock, othr ntnventions equird for c wenous flid adminisration, mintenance of acidbase balance) must b evaluated, Use during pregnancy and factation: i not recommended for us i pregnant animals except or inducing the parurtion. Administaton n eary
pregnancy s known to have caused foetal abnormalities in laboratory animals. Administration in late pregnancy may cause early parturition or abortion. Use of the product in lactating cows may cause  transient reduction in milk yield. ADVERSE / SIDE Itis known that corticosteroids have many of adverse effects.
Generally single doses are well tolerated while use of long-term or use of long acting ester for sere adverse reactions. Therefore, in order to control the symptoms of the dist m
carbohydrate metabolisms such as Cushing Syndrome and as a result redistribution of body fat, muscle weakness and wastage and osteoporosis may occur. Steroids may cause diabetogenic effect decre: lucose tolerance, worsening of diabetes mellitus sourced by steroids. Systematically administered corticosteroids
may case polyuria,polydipsia and polyphagia, particularly during th eary stages of therapy. Some corticosterods may cause sodium and wate rtenfon and hypokalaemia i long term use. Systemic ortcosteroids have caused deposiion of calcum n the Skin (calcinosis cuts). Steroids may inorease the trombosis sk,
Steroid administrations may cause to ACTH suppression and reversible atrophic inactivation of adrenal glands. Following the steroid administrations, decreasing of convulsive threshold, ate epiepsy, euphoric efects and excitation may occur. Corticosteroids may cause t atrophy on skin. Corticasteroids may delay wound
ealing and the immunosuppressant actons may weaken resistance o or exacerbate existng nfectons. They may delay bone and arthropathy healing, Cotiosteroids may lead to uceration in gastrointestinal system and i patients vith spinalcord trauma and previousy administered NSAIDs, lceraton may be exacerbated
by steroids. Steroids may cause enlargement of the liver (hepatomegaly) with increased serum hepatic enzymes. Steroids may cause to change in hematological and biochemical blood parameters. A transient hyperglycemia may occur. Rarely, hypersensitivity reactions are possible. Use of the product for induction of parturition
in cattle, then a high incidence of etaned placentae may be experienced and possible subsequent metrits andior subferity, aso survival rate may ecrease i calvs. C increase the acute pancreatts risk. teroids may cause to behavioral changes in cat and dogs (rarey depression n cat and dog and
aggression in dog). Also, other side effects may occur such as hypertonia, oedema, growth retardation due to the negal on bone growth and bong marrow, effects on eye (cataract, glaucoma). DRUG INTERACTIONS Because corticosteroids can reduce the immune response to vaccination, product should not be used
in combination with vaccines. It should not be used concurrently vith other antnfiammatory drugs which occur gastrointstinal lceration. Because of the possibilty of causing hypokaleria, it may increase th toxiity of cardiac glucosides. Use of together with Amfoterisin B may increas hypokalemic effects of
glucocoricosteroids. Glucocorticosteroids may suppress the metabolization of cyclophasphamide by the fver, therefore a dose adjustment may be necessary. Dexamethasone may cause to Gecrease n diazepam level. Ephedrine may cause to decrease of dexamethasone in blood level and cause to eror i dexamethasone
o m excretion, hypokalemia isk may increase n case ofthe concurtent e of dexamethasone vith iuretcs. Combination use with cholinesterase infibitors may ness n the muscles in myasthenia gravis patients. Glucocorticoids antagonize the nsulin, Phenobarbita, phenytoin
s0ne. Concurrent use of dexamett ith anticholinergic drugs such as atropin may causg to increased intraocular Ketoconazole and other azole antifungals may cause to decrease in glucocorticoid metabolism and may cause blood levels of dexamethasone
irenal insufficiency by suppressing t sis of adrenal cortcosteroids, following the termination of glucocorticoid administration. Macrolide antibiotics (erythromycin, clarithromycin) may cause to increase of dexamethasone in blood concentration by decelerating the metabolism
of glucocorticosteroids. Mitonate may cause to a change in steroid metabolism. Higher doses may be required in the treatment of mitotane originated adrenal insufficiency. It should not be mixed with other pharmaceutical products. SYMPTOMS, PRECAUTIONS AND ANTIDOTE IN OVERDOSE High doses of corticosteroids
‘cause to apathy and lethargy in horse. High doses may to thrombosis becat itincreases the tendency of coagulation. Permanent high dose administrations may result with Cushing Syndrome development. WITHDRAWAL PERIOD The goat and cattle should not 1tto slaughter during the treatment and following
8 days from the lat drug administration. Incatteprodcing ik for human consumpton, he milk should not be presentec o human consumption during the treatment and following 72 hours (6 milkins). i not used n goats producing ik for humn consumption. CONTRAINDICATIONS Except in emergency situations
the product should not be used in sufeing from labetes, chronic nephti, renalcisease, congestive heartfalure and osteoporosis. Corcosteroids can be used together with a sutable anfbiofic or a chemotherapeutic in inectious diseases. i not used invira nfectons during the Viraemic stage. It is contrandicated in
animals with immunodeficiency and in cases of s with comeal or gastrointestinal ulcer or with demodicosis. It is not used in animals with Cushing Syndrome. It s not used in animals with cataract or glaucoma. It is not used by in icular ro cases of aseptic bone
necrosis, bacterial infections or where it s, hypertonia or hypocalcemia. It s not used during the vaccination. ftis not used in cases of aseptic bone necrosis, poor wound healing or fracture. GENERAL WARNINGS C
use and in case of unexpected Kes d use the products expired and with damaged packaging. SPECIAL PRECAUTIONS TO BE TAKEN BY THE PERSON ADMINISTERING THE VETERINARY MEDICINAL PRODUCT Because of the dexamethasone

¢ the minimum doses should be used. During the treatment, steroids may cause effects on protein, fat and

hould be taken aga cidenta The person whois known to be sensitive to dexamethasone should not contact with the product. In case of accidental selfnjection seek medical advice and show the package insertto the doctor. Dexamethasone may affect the fertiity and fogtus. Pregnant women should
never use the product against the risk of accidental injection. It may cause skin and eye imitation. Therefore avoid of contact. In case of contact the contaminated area should be washed with plenty of water. In case of the iritation continues seek medical advice. Wash your hands after use. STORAGE CONDITIONS AND SHELF % s
LIFE Shelf e Is 36 months when stored at room temperature below 25°C without refrigeration andor freezing and in the original package. After opening, the product should be used within 28 days and stored at room temperature below 25°C without refrigeration and/or freezing. DISPOSAL AFTER USE AND WARNINGS FOR W r++r? 7
NON-TARGET SPECIES Any unused veterinary medicinal product or any waste material remaining from such a product should be disposed of as per the requirements of local laws. NATURE AND COMPOSITION OF IMMEDIATE PACKAGING It s presented in 50 ml honey coloured Type | glass vials covered with re T++4 4 s+ 41T T’ + +
rubber stopper and white fiip-off cap in the cardboard box. TERMS OF SALE Sold only in veterinary ciinics and pharmacies by veterinary prescription. MARKETING AUTHORIZATION DATE AND NO. 10.03.1995-8/723 NAME AND ADDRESS OF MARKETING AUTHORIZATION HOLDER DEVA Holding A.$. Halkal Merkez 50 rT 7
Basin Ekspres Cad. No:1 Kiigikeekmege/Istanbul/ TURKIYE Phone: +90 212 692 62 92 Fax: +90 212 @vetas.com.tr NAME AND ADDRESS OF THE MANUFACTURING SITE DEVA Holding A.S. Gerkezkdy Organize Sanayi BGigesi, Atatirk Cad. Karaagiag Mah. No.32 KapakiuTekirdag/ TURKIYE Phone: +90 TH+4+4 + 444477 '
282735 20 00 Fax. +90 282 758 30 59 +4+ + +
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Please contact our company for more information. DEVA HOLDING A.S. Halkali Merkez Mah. Basin Ekspres Cad. No:1 34303 Kiiciikgekmece / ISTANBUL - TURKIYE Tel: +90 212692 9292 Fax: +90 212697 3489 » www.vetas.com
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Solution for Injection Gorticosteroid

COMPOSITION

VETAKORT 2 mg Solution for Injection

AREA OF USE/INDICATIONS

Inflammation,

contains dexamethasone sodium phosphate
allergy and

. 0 Inflammation,
equivalent to 2 mg dexamethasone base in each ml. P~ e
' Gat primary ketosis

treatment,

I][]u @ induction of
parturition.

Inflammation,
D AR ACOLOG DRUOPER allergy and shock
treatment, primary Osteoarticular
ketosis treatment inflammations

(arthritis, bursitis or
tenosynovms)
inflammation,

allergy and shock
treatment.

(pregnancy toxemia)

Q) Pharmacodynamic properties:
Dexamethasone is a fluoro-methyl derivative of prednisolone with
immunosuppressant, antiallergic and anti-inflammatory effects.

It stimulates the gluconeogenesis. @@@@@

Asaresult, blood sugar levelincreases.

[t prevents the shock and induces the pa rturition. For the treatment of allergy or anti-inflammatory; It is applied as a single injection with the following doses.
ltinhibits the capillary dilatation and functions and migration | Speces | Roueofaminstaion | Phamacologicaldose | Practaldose |
of the leukocytes and suppresses the phagocytosis.
=
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Q Pharmacokinetic properties:
The product isshort-acti nga ndwith a rapid onset of activity Forthe treatment of primary ketosis in cattle; Itis applied as a single dose of 0.02-0.04 mg/ky dexamethasone
(5-10 ml product per 500 kg body weight) by intramuscular route.

approximately 48 hours).
( PP b ) For the induction of parturition in cattle; A single dose of 10 ml productis administered by intramuscular route
beginning from the 260" day of the gestation.

Bioavailability is almost 100% by intramuscular administration. © -~ .-~~~ -~~~ -~~~ - . ° - begioningfromthe260"dayofthegestation. - . ~= . .+

Treatment of arthritis, bursitis or tenosynovitis in horse; 1-5 mlis administered by intrasynovial route.




