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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
RMACISTS’ REGULATIONS (PREPARATIONS) - 1986
The d|spensmg of this medicine requires a doctor’s prescription.
Read this packagie insert carefully in its entirety before using this medicine
The format of this leaflet was set by the Ministry of Health and its content was
checked and approved by it in 11/2011

RONEXINE 25mg RONEXINE 100mg

Tablets Tablets

Composition: Each tablet contains: Each tablet contains:

Methotrimeprazine (as maleate) 25mg Methotrimeprazine (as maleate) 100mg
Inactive ingredients: Ronexine 25mg: Lactose, Microcrystalline Cellulose, Sodium
Starch Glycolate, Aerosil, Magnesium Stearate.

Each tablet of Ronexine 25 mg contains 100 mg of Lactose.

Ronexine 100mg: Starch, Lactose, Microcrystalline Cellulose, Magnesium Stearate,
Acacia, Aerosil.

Each tablet of Ronexine 100 mg contains 121mg of Lactose.

Therapeutic group: Methotrimeprazine is antipsychotic Phenothiazine.
Therapeutic activity: For the relief of anxiety and tension, and for behavioral disorders.
When should the preparation not be used?

Do not use this medicine if you are pregnant or breastfeeding.

Do not use this medicine if you are sensitive to any of its ingredients or to other
medication of the the phenothiazines group.

This medicine contains Lactose. Do not use it if you are sensitive to Lactose.

Do not use this medicine in comatose states or in the presence of overdosage of
central nervous system depressants.

Do not use this medicine in cases of concurrent antihypertensive drugs including
medicines from monoamine oxidase inhibitors (MAO) group.

Do not use this medicine in cases of blood dyscrasias. (eg abnormality in blood
system). Do not use this medicine in cases of severe hepatic disease.
Do not take this medicine without consulting a doctor before starting treatment:
if you are suffering, or have suffered in the past, from impaired function of the heart
and/or vascular system, the liver, the kidney/urinary tract, the blood system (e.g.
coagulation, etc.), the nervous system, from parkinson’s disease.

If you are suffering from hypotension. In cases of concomitant administration with
atropine, scopolamine and succinylcholine.

How will this medicine affect your daily life?

Use of this medicine may impair alertness and therefore caution should be
exercised when engaging in activities such as driving a car, operating dangerous
machinery and in any other activity which requires alertness. Children should be
cautioned against engaging in activities such as bicycle riding, playing near roads
and the like.

Do not drink wine or alcoholic beverages while under treatment with this medicine.
This medicine may cause a special sensitivity when the patient is exposed to the sun,
therefore, avoid exposure to the sun and take appropriate precautions (long clothes,
a hat, protective creams, etc.).

Warnings: Use of this medicine may cause blurring of vision. If you are sensitive
to any type of food or medicine, inform your doctor before commencing treatment
with this medicine. The use of this medicine may give a false result in an ECG test,
pregnancy test and urine test. If you are about to undergo surgery or dental treatment,
inform the treating physician that you are taking this medicine. Caution should be
exercised when moving from a sitting or lying position to a standing position because
of possible dizziness and fainting. Getting up slowly may help. Children and elderly will
be more sensitive to the side effects of this medicine, especially sick children. During
treatment with this medicine sweating may be reduced and thus, body temperature
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will increase. Great caution should be exercised not to over-heat during physical activity
or hot weather, in addition warm baths and sauna will cause dizziness or weakness.
Druginteractions: If you are taking another drug concomitantly orif you have just finished
treatment with another medicine, inform the attending doctor, in order to prevent hazards
or lack of efficacy arising from drug interactions. This is especially important for medicines
belonging to the following groups: drug affecting the central nervous system (e.g.
sedatives, hypnotic drugs for parkinsonism, epilepsy, antihistamines), antidepressants
of the tricyclic and monoamine oxidase inhibitors group, antihypertensives, cough and
cold preparations, phenylbutazone, thiouracil derivatives-drugs for the thyrold gland,
analgesics, antiarrhythmic, antimalarials (quinine, mefloquine).
Side effects: In addition to the desired effect of the medicine, adverse reactions may occur
during the course of taking this medicine, for example: dryness of the mouth, constipation,
decreased sweating, drowsiness, increased sensitivity to cold, dizziness, nasal congestion,
confusion, disorientation, and visual hallucinations, these side effects usuaslly disappear
with a short time following the period of adaptation to the medicine.
Effects that require special attention: Breathing difficulties, fast heartbeat, high
fever, change in blood pressure, increased sweating, difficulties in urination (rare): stop
treatment and refer to the doctor. Involuntary movements of the hands, feet, tongue:
stop treatment and refer to the doctor. Tiredness/weakness (rare): stop treatment and
refer to the doctor immediately. Vision changes: continue treatment and refer to the
doctor immediately. Yellow eyes or skin (rare): continue treatment and refer to the doctor
immediately. Swallowing or speaking disturbances, loss of balance control: continue
treatment and refer to the doctor immediately. In the event that you experience side
effects not mentioned in this leaflet, or if there is @ change in your general health, consult
your doctor immediately.
Adverse reactions and drug interactions in children and infants: Parents must inform
the attending doctor about any side effect, as well as any additional medicine being taken
by the child. See above for details of special side effects and drug interactions.
Dosage: Dosage is according to doctor’s instructions only. Do not exceed the recommended
dosage. This medicine is to be taken at specific time intervals as determined by the
attending doctor. if you forget to take this medicine at the specified time, take the dose as
s00n as you remember, but never take a double dose to compensate for a missed one.
Attention: Allow a lapse of at least two hours between taking this medicine and taking
laxatives, antacids.
Directions for use: Do not chew! Swallow the medicine with a large amount of water or
milk. Take the medicine with ameal.
[How can you contribute to the success of the treatment? _
Complete the full course rse of the treatment as instructed bﬁ the doctor. Even if there is an
improvement in your health, do not discontinue use of this medicine before consulting
your doctor.
Avoid poisoning! This medicine, and all other medicines, must be stored in a safe
place out of the reach of children and/or infants, to avoid poisoning. If you have taken
anoverdose, or if a child has accidentally swallowed the medicine, proceed |mmed|a1ely
to a hospital emergency room and bring the package of the medicine with you. Do not
vomiting unless explicitly instructed to do so by a doctor! This medicine has
been prescribed for the treatment of your ailment; in another patient, it may cause harm.
Do not give this medicine to your relatives, nei hbours or acquaintances. Do not take
medicines in the dark! Check the label and the dose each time you take your medicine.
Wear glasses if you need them.
Storage: In a dark, dry place below 25°C. Even if kept in their original container and
stored as recommended, medicines may be kept for a limited period only. Please note
the expiry date of the medicine! In case of doubt, consult the pharmacist who dispensed
the medicine to you. Do not store different medications in the same package.
License number: 136112110800/030402110900
Manufacturer: Rekah Pharmaceutical Industry Ltd., 30 Hamelacha St. Holon, lsrael.
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