 The simultaneous administration of these anesthetics along with oxytocin may
cause heart rate disorders.
 When administered during caudal blocking anesthesia, the oxytocin may
enhance the pressor effect of agents.
 It is not compatible with alcohol and dextran.
UNDESIRABLE EFFECTS
 When used at therapeutic doses, according to the frequency and duration of the
treatment, not undesirable effects may appear.
 Administration of oxytocin at excessive doses results in uterine overstimulation
which may cause fetal distress, asphyxia and death, or may lead to hypertonicity,
tetanic contractions or rupture of the uterus. When used at excessive doses, short
vasodilatation, fall in blood pressure and/ or uterus hyperstimulation may occur.
Due to high doses or very frequent administration of oxytocin, the myometrium
overstimulates and the uterus show spastic contractions that may cause it to
break.
 In some cases, rash and anaphylactic reactions associated to dyspnea,
hypertension and shock have been observed.
 Being synthetic, Oxyto-Synt® 10 does not contain vasopressin, but even in its
purest form, oxytocin possesses some weak intrinsic vasopressin-like antidiuretic
activity.
 Another pharmacological effect observed with high doses of oxytocin, particularly
when administered by rapid IV bolus injection, is a transient direct relaxing effect
on vascular smooth muscle, resulting in brief hypotension, flushing and reflex
tachycardia.
 Fetus retention when delivery is induced.
 Either one or another mode of administration is used, oxytocin may occasionally
cause nausea, vomiting or cardiac arrhythmia.

Oxyto-Synt® 10
Injectable solution
Oxytocic, Uterotonic, Lactiferous
agrovetmarket s.a.
FORMULATION
Each mL contains:
Synthetic Oxytocin……………………………………………………………… 10 I.U.
Excipients.…................................…q.s.ad……………..…………………… 1 mL
DESCRIPTION
Oxyto-Synt® 10 is a sterile injectable solution of synthetic oxytocin. The active
ingrediente is a synthetic nonapeptide identical to the oxytocin, a hormone released
by the posterior lobe of the hypophysis. It has a specific stimulating effect on the
smooth muscles of the uterus, particularly towards the end of pregnancy, during
labor, after delivery and in the puerperium, i.e. when the number of specific
receptors of oxytocin in the myometrium is increased.
In addition to its effect on the uterus, oxytocin contracts the myoepithelial cells
surrounding mammary alveoli, thereby stimulating and increasing milk ejection and
facilitating breast feeding.
Due to its pure form, Oxyto-Synt® 10 neither possess antidiuretic nor vasomotor
properties, nor does it influence on the gastrointestinal peristalsis.
CHARACTERISTICS AND PHARMACOKINETICS
Oxytocin
Formula: C44H68N12O12S2
CAS Nº: 50-56-6
M.W.: 1021.2144

ALTERATIONS IN LABORATORY ASSAY RESULTS
No alterations in laboratory assays have been reported to this date.
CONTRAINDICATIONS
 Known hypersensitivity to drugs. Hypertonic uterine contractions, foetal distress
when delivery is not imminent.
 Inappropriate dilatation of the birth canal with a completely closed cervix,
insufficient width of the birth canal. Uterine inertia. Inappropriate presentation of
the fetus, a very big fetus.
 Any condition in which, for foetal or maternal reasons, spontaneous labor is
unadvisable and/or vaginal delivery is contraindicated: e.g. significant
cephalopelvic disproportion, bad foetal presentation; excessive distension and
torsion of the uterus or impaired resistance to rupture as in multiple pregnancy
(when it is a species gives birth to one offspring), previous caesarean.
 Do not use it in dystocia, torsion of the uterus, intestinal obstructions and
abnormal positions of the fetus.
 Do not apply it in the last third pregnancy state unless you seek to induce the
delivery.
 If overdosage occurs, there may be violent contractions in the uterus that are likely
to produce tears, rupture or wounds to the fetus.
COMMERCIAL PRESENTATION
Vial x 10 mL, 20 mL, 50 mL and 100 mL.

The oxytocic response lasts for 30 to 60 minutes after intramuscular administration,
possibly less after intravenous injection.
It is biotransformed through enzymatic hydrolysis, primarily by tissue oxytocin.
Oxytocin can be also found in the placenta and plasma.
Oxytocin has a plasma half-life of about 3 to 5 minutes and it binds to plasma
proteins in 30% approximately.
Distribution:
Plasma physiological levels of oxytocin in pigs will increase from 2.3 µE/mL to 5.519 µE/mL in 30 seconds. Such increase takes from 1 to 4 minutes in the case of
cows.
After IV Administration in mares, high plasma levels of PGFm may be detected, a
metabolite of PGF.
After IM or IV administration in mares, by the end of pregnancy period, delivery will
start after 30-90 minutes, and the expulsion of the placenta will occur after 130
minutes.

Reg. SENASA Peru: F.16.01.N.0102; Reg. Cambodia: 0143/0709 VPV;
Costa Rica: Reg. MAG PE10-26-6-3761; Reg. El Salvador: VE2006113521,
Reg. Ecuador: 9B1-3-9598-AGROCALIDAD;
Reg. Guatemala: PE247-26-06-1251; Reg. Malaysia: TACB/Biologic/969/13;
Reg. Panama: RF-4234-08; Reg. Dominican Rep.: 6105;
Reg. Venezuela: MAT-SASA-M.I.12.154

Plasma levels of oxytocin can be compared to the average levels during the first
term of the delivery. In case of an overstimulation, the uterine activity decreases
rapidly, but it may continue at a moderate lower level.
The relative ease with which the rate and the strength of uterine contractions can be
regulated is due to the short-half life of the oxytocin. Several investigators have
reported values ranging from 3 to 17 minutes.

Oxyto-Synt® is a registered trademark of
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Absorption:
The absorption from the injection site is fast. Administered by intravenous or
intramuscular route, Oxyto-Synt® 10 acts rapidly with a latency period of less
than 1 minute by intravenous injection and of 2 to 4 minutes by intramuscular route.

The apparent distribution volume is 300 mL/kg approximately in men and the
metabolic depuration speed, in men as well as in women, increases to 20 mL/kg
approximately per minute. After parenteral administration, the uterine response
occurs after 3 - 5 minutes. The duration of the action is also based on the route of
administration, for example, it lasts 20 minutes approximately by nasal route, from 2
to 3 hours by intramuscular route and about 1 hour by intravenous route.

Metabolism
Oxytocin is metabolized in the liver and kidney (70%) through rapid plasma
clearance. The binding to plasma proteins is very low.

DOSAGE AND ADMINISTRATION
It must be administered by intramuscular, intravenous or subcutaneous route.
Species

Excretion
A 30% of the dosage is excreted in a few hours. The average T 1/2 is 20 - 30 minutes
in the different species in which it may be used.
Plasma oxytocin is excreted mainly through the liver and kidneys. Less than 1% of a
given dosage is excreted unaltered in the urine.
PHARMACODYNAMICS/ MODE OF ACTION
The oxytocin is a hormone originated at the posterior lobe of the pituitary, it is
obtained synthetically and belongs to the oxytocic group.
Oxyto-Synt® 10 is a synthetic hormone with clinical and pharmacological
properties identical to those presented by a natural oxytocin produced at the
posterior lobe of the pituitary. The oxytocin has a selective action on the uterine
smooth muscle since there are uterine receptors for this hormone, which gradually
increase during pregnancy, and to a greater extent by the end of pregnancy.
The mode of action which causes uterine contractions to increase is by increasing
intracellular calcium concentrations, imitating normal concentration and the
spontaneous labor.
Oxytocin stimulates rhythmic contractions of the uterus, increasing their frequency.
It elevates the tone in the uterine musculature and causes the uterine muscle to be
stimulated, thereby increasing the amplitude and duration of uterine contractions,
helping dilatation and causing the neck of the uterus to efface.
Due to its effects on the myoepithelial cells surrounding the udder alveoli, it
stimulates and increases milk ejection.
Uterine action
It increases the myometrial electric and contractile activity due to its direct action on
the oxytocin receptors of the uterine wall, and by releasing prostaglandin and by
specific receptors, it is responsible for the cervical dilatation and rhythmic
contraindications of the myometrium.
The myometrium becomes more sensitive to oxytocin under the influence of
estrogens.
Week and irregular uterus contractions, stimulated by estrogen would be modified
and dosed by the oxytocin and prostaglandin in a regular, strong and successful
behavior; oriented towards contraction.
Lactiferous Action
It stimulates myoepithelial cells surrounding the mammary alveoli. The release of
oxytocin is regulated through neurological stimulation from the vagina-cervix-uterus
and the mammary glands.
INDICATIONS
 Uterus
o Labor can be induced only in mares and rabbits; in other species this does not
generally occur.
o Enhancement of labor.
o Stimulation of contractions in cases of primary uterine inertia, acting on it, at the
time of expulsion.
o Prevention and treatment of postpartum uterine atony and hemorrhage.
o During cesarean section, after the delivery of the offspring. Uterus involution.
o Treatment and prevention (immediately after delivery) of the placental retention
in bovines. Expulsion of afterbirths and exudates.
o Chronic pyometritis and endometritis, to expel exudates.
o Uterine prolapse.
o In early stages of pregnancy, as adjunctive therapy of incomplete, inevitable or
missed abortion.
 Mammary Gland
o Beginning of lactation after delivery (milk letdown), agalactia in sows.
o Adjuvant treatment of antibiotic therapy in mastitis (or without it) to expel
residues and to facilitate drainage.

Mares, cows*
Pigs under 250 kg
Pigs over 250 kg
Sheep, goats,
camelids
Dogs and cats

Obstetrics
I.M. or SC
I.V.
4 - 8 mL 1.5 - 4 mL
1 - 2 mL
1 mL
3 mL
1 - 2 mL

Milk Ejection
I.V. Preferably
0.5 - 1 mL
0.25- 0.5 mL
0.5 - 1 mL

0.3 - 1.5 mL 0.2 -1 mL
0.3 - 1.5 mL 0.2 -1 mL

0.25 - 1 mL
0.1 - 0.5 mL

*Epidural route may be practiced in cattle 1-3 mL.
The previous doses can be given as single dose, or be repeated every 30 minutes
according to the chart. Also, based on the chart, they may be given for 3 consecutive
days or as the veterinarian may deem convenient. However, it is suggested to use
the product for the next seven days following delivery in order to eject the placenta.
Intramuscular injections shall be administered introducing a needle of the proper
size and length into the fleshy part of a gross muscle, such as the haunch, hip or
parts of the thigh; avoid nerves.
WITHDRAWAL PERIOD
No withdrawal period is indicated.
PRECAUTIONS
 If used to help delivery, be sure that the fetus is coming in the correct position and
that there is good dilation of the cervix.
 Follow interval times between multiple administrations.
 The cervix should be free of secretions in case of pre-delivery administration.
 Do not mix it with another product in the same syringe.
 Do not apply by another route that is not indicated.
 Shake well before using.
 Avoid skin contact.
 Do not use it in pregnant females within the last third of gestation, except it is
intended to induce delivery.
 Stop using the product as soon as the first signs of adverse reaction show up.
Reactions of allergic or anaphylactic nature have occurred (sometimes killing the
animal) in hypersensitive animals after administering the solution of oxytocin, but
such reactions are not common. Stop using the product as soon as the first signs
of adverse reaction or anaphylactic “shock” are detected (manifested through
glassy eyes, increase in salivation, protruding teeth, quick breathing, muscle
tremor, dizziness, swollen eyelids and collapse). The adrenaline substances
should be administered following the recommended dose and call a Veterinarian
immediately.
 During the intravenous administration, there can be shock. In this case the
medication will be suspended and the preventive measures will be taken.
 Store at a temperature not higher than 25º C, protected from light. Keep out of
reach of children and domestic animals. For veterinary use only. Do not use it in
humans. Use strictly as indicated.
 Agrovet Market S.A. is not responsible for the consequences of a different use (of
the product) to the one indicated in this leaflet.
SPECIAL PRECAUTIONS TO BE TAKEN BY THE PERSON ADMINISTERING
THE VETERINARY MEDICINAL PRODUCT TO ANIMALS
 Do not handle this product if you know you are sensitized or if you have been
advised not to work with such preparations.
 Handle this product with great care to avoid exposure, taking all recommended
precautions.
 If you develop symptoms following exposure, such as a skin rash, you should
seek medical advice and show the doctor this warning. Swelling of the face, lips or
eyes or difficulty with breathing are more serious symptoms and require urgent
medical attention.
INTERACTIONS AND ASSOCIATION WITH OTHER DRUGS
 Since prostaglandins may enhance the uterotonic effect of oxytocin and
viceversa, its concomitant administration is recommended under proper and
surveilled conditions. Some inhaled anesthetic drugs such as the cyclopropane or
halothane may enhance the hypotensive effect of the oxytocin and reduce its
oxytocic action.

