SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE MEDICINAL PRODUCT
OXYTOCIN FRILAB 5 IU/ml solution for injection
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

10141 (011 o TSR URRPR 51U
Per 1 ml of injectable solution.

One 1 ml ampoule contains 5 IU of oxytocin.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Solution for injection/infusion
Colorless and clear liquid, free from visible particles.
pH of solutions 3.5-4.5

4. CLINICAL PARTICULARS

4.1. Therapeutic indications

e Insufficient uterine contractions at the beginning or during labor.

¢ Obstetric surgery (cesarean section, termination of pregnancy...): achieving good uterine retraction.
¢ Uterine atony following postpartum hemorrhage.

4.2. Posology and method of administration

Insufficient uterine contractions at the beginning or during labor:

Slow IV infusion of 5 IU in 500 ml of isotonic glucose solution.

The infusion rate must be strictly controlled and adapted to the uterine response, starting with 2 to 8 drops/min
(corresponding to 1 to 4 mlU or 0.1 to 0.4 ml per minute) with a maximum of 40 drops/min (i.e. 20 mIU or 2 ml per
minute).

Whenever possible, the infusion rate will be controlled by a high-precision pump. If regular contractions are not
established after an infusion of 500 ml (i.e., 5 IU), the infusion will be stopped and can be restarted the following day.
Obstetric surgery (cesarean section, termination of pregnancy...):

Achieving good uterine retraction: 5 to 10 IU by slow IV injection.

Rarely, in the case of a cesarean section, the intramural route may be used at a dose of 10 to 15 IU.

Uterine atony following postpartum hemorrhage:

51to 10 IU by IM route or 5 IU by slow IV route.

Method of administration

Intramuscular (IM) injection and intravenous (1V) infusion.

4.3. Contraindications

¢ Hypersensitivity to the active substance or to any of the excipients listed in section 6.1;
¢ Dystocias;

o Fragility or excessive distension of the uterus;

o Uterine hypertonia or fetal distress when delivery is not imminent;

e Severe cardiovascular disorders and pre-eclampsia;



¢ Predisposition to amniotic fluid embolism (fetal death in utero, retroplacental hematoma);

¢ Placenta previa.

4.4. Special warnings and precautions for use

Warnings

In case of overdose, there is a risk of reversible uterine hypertonia and fetal distress (see Precautions for use).

Precautions for use

Oxytocin should not be administered by rapid intravenous injection due to the risk of immediate transient hypotension
with flushing and reflex tachycardia.

To avoid significant changes in blood pressure and heart rate, oxytocin should be used with caution in patients
predisposed to myocardial ischemia due to pre-existing cardiovascular disease (such as hypertrophic cardiomyopathy,
valvular disease and/or ischemic heart disease including coronary artery vasospasm).

Oxytocin should be administered with caution to patients with "long QT syndrome" or related symptoms.

In the case of induced labor, direct IM or IV injection is strictly discouraged.

This medication must be administered by IV infusion under very strict medical supervision. It is essential to monitor
uterine activity and fetal condition from the beginning to the end of labor to prevent fetal distress or uterine hypertonia,
which is reversible upon discontinuation of treatment.

In cases of postpartum hemorrhage and atony, it is necessary to ensure uterine emptiness before administering the
medication.

Prostaglandins can potentiate the effect of oxytocin, and vice versa. Consequently, oxytocin should not be administered
simultaneously with prostaglandins, as this can lead to overstimulation in the absence of uterine evacuation.
Pharmacological induction of labour with dinoprostone or oxytocin increases the risk of disseminated intravascular
coagulation (DIC) in the postpartum period, in very rare circumstances.

The risk is increased even more if the woman has other risk factors for DIC such as: 35 years or older, complications
during pregnancy and gestational age greater than 40 weeks.

In these women, oxytocin or other therapeutic alternatives should be used with caution and the practitioner should be
alerted by signs of DIC (fibrinolysis).

Anaphylactic reaction in women allergic to latex

Cases of anaphylactic reactions have been reported following the administration of oxytocin in women with a known
latex allergy. Given the structural homology between oxytocin and latex, a latex allergy/intolerance may be a significant
risk factor predisposing to an anaphylactic reaction following oxytocin administration.

4.5. Interactions with other medicinal products and other forms of interaction

Arrhythmias have also been reported with concomitant administration . During or after epidural anesthesia, oxytocin
may potentiate the vasoconstrictive effect of sympathomimetics.

4.6. Fertility, pregnancy and breastfeeding

Not applicable.

4.7. Effects on the ability to drive vehicles and use machinery
Not applicable.

4.8. Undesirable effects

Rarely: nausea, vomiting, rhythm disturbances, disseminated intravascular coagulation (see section 4.4).

Very rarely, prolonged infusion of this medication can lead to an antidiuretic effect, manifesting as transient water
intoxication with headaches, nausea, vomiting, and seizures. Hyponatremia is also possible in newborns.
Immediate transient hypotension with flushing and reflex tachycardia may be observed after rapid intravenous
injection.

This rapid hemodynamic change can cause myocardial ischemia, particularly in patients with pre-existing
cardiovascular disease.

arinterval prolongation .

In exceptional cases, rash, anaphylactoid reaction, or even anaphylactic shock may occur.



Reporting suspected undesirable effects

Reporting suspected adverse reactions after authorization of the medicinal product is important. It allows continued
monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals report any adverse effects
suspected unwanted substance via the FRILAB declaration form available under the tab Pharmacovigilance
information from the website: www.frilab.ch

4.9. Overdose

In case of overdose, the following symptoms may appear:
When oxytocin is used by IV infusion, administering high doses can lead to:

o Fetal distress (slowed heart rate, hypoxia, presence of meconium in the amniotic fluid);

¢ Uterine hyperstimulation can cause or lead to hypertonicity (risk of contracture, soft tissue damage, or uterine rupture,
and exceptionally, placental rupture and/or amniotic fluid embolism). If signs or symptoms of an overdose appear during
continuous IV administration of oxytocin, it is necessary to immediately stop the oxytocin infusion and initiate oxygen
therapy for the mother.

In cases of water intoxication, treatment is symptomatic; in particular, it is essential to reduce fluid intake and correct
electrolyte imbalances.

5. PHARMACOLOGICAL PROPERTIES
5.1. Pharmacodynamic properties

Pharmacotherapeutic class: POST-PITUITARY HORMONE, ATC code: HO1BBO02.

(Systemic hormones, sex hormones excluded).

Oxytocin is a synthetic oxytocic drug with a composition and pharmacological properties identical to those of the natural
posterior pituitary oxytocic hormone. It increases the frequency and intensity of uterine contractions.

5.2. Pharmacokinetic properties

After IV or IM administration, oxytocin acts rapidly, with an onset of action of less than 1 minute for the IV route and 2
to 4 minutes for the IM route. The uterine response lasts 30 to 40 minutes after IM injection and may be shorter after IV
administration.

With continuous intravenous infusion at appropriate doses, the uterine response is gradual and reaches a plateau within
20 to 40 minutes. Plasma oxytocin levels are comparable to those observed during the first stage of spontaneous labor.
After stopping or significantly reducing the infusion rate (in cases of excessive stimulation), uterine activity declines
rapidly but can easily be maintained at an acceptable lower level.

Oxytocin has a short half-life (3 to 17 minutes) which allows easy control of the uterotonic effect by IV infusion. Plasma
protein binding is low.

Elimination is primarily hepatic and renal.

Less than 1% of the administered dose is excreted unchanged in the urine. The apparent volume of distribution is
approximately 0.3 L/kg in humans, and the metabolic clearance is around 20 mL/kg/min, including in pregnant women.

5.3. Preclinical safety data

Not applicable.

6. PHARMACEUTICAL PARTICULARS

6.1. List of excipients

Chlorobutanol, glacial acetic acid, water for injections.
6.2. Incompatibilities

Not applicable.


http://www.frilab.ch/

6.3. Shelf life

2 years.

6.4. Special precautions for storage

Store at a temperature between 2°C and 8°C.

6.5. Nature and contents of container

1 ml colorless glass ampoules (Type |). Box of 10 ampoules.
6.6. Special precautions for disposal and handling

Instructions for opening the light bulbs:

An OPC (One Point Cut) type ampoule is characterized by a fragile area at the neck of the ampoule, marked by a
colored dot. To open the ampoule correctly, it is essential to apply pressure to this area according to the following

procedure:

1 - With one hand, firmly hold the body of the bulb, leaving the head of the bulb protruding, with the colored dot facing

you.

2 - With the other hand, grasp the upper part of the bulb, index finger placed behind the neck of the bulb and thumb on
the colored dot as shown in the diagram (the two thumbs are thus perpendicular).
3 - Holding each part of the bulb firmly, break it off with a sharp blow while applying downward pressure.
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7. OPERATOR

FRILAB SA

17, rue des Pierres du Niton
1207 Geneva

SWISS

8. MANUFACTURER

Gland Pharma Limited

Unit-1l, Plot No. 42 to 52,

Sy.No.166, 171,172 & 177,

Phase-Ill, TSIIC, Pashamylaram Village
Patancheru Mandal, Sangareddy District-
502307 Telangana, India

9. DATE OF REVISION OF THE TEXT
December 2024
10. DOSIMETRY

Not applicable.



11. INSTRUCTIONS FOR THE PREPARATION OF RADIOPHARMACEUTICALS
Not applicable.
CONDITIONS FOR PRESCRIPTION AND DISPENSING

List |
This medication is for hospital use only.



