MOLTENI

FARMACEUTICI

Cod. 01276/7 s_____]lw-EénnrH

Tipo di materiale

PROSPETTO

Desarizione.

ORAMORPH 20 mg/ml - 20 ml

Destinazione

VENDITA

Paese

ISRAELE

Codice

020D797018/R2 03-04-2019

Formato mm

300 x 305

Colore 1

Nero

Formato piegato N colori Colore 2

150x28 1

Colore 3

Colore 4 Lastus.

245

‘Corpo minimo

PELLICOLA DI PROPRIETA: L. MOLTENI & C. dei F.lli Alitti

VIETATA LA MANOMISSIONE - RENDERE DOPO LA STAMPA
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Purified water, Citric acid anhydrous, Sodium benzoate, Sodium edetate
(dihydrate).
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MOLTENI

FARMACEUTICI

Cod. 01276/7 smIVI'EénAPH

PROSPETTO| ORAMORPH 20 mg/ml - 20 ml VENDITA | ISRAELE | 020D797018/R2 03-04-2019
300x305 | 150x28 1 Nero 245

| PELLICOLA DI PROPRIETA: L. MOLTENI & C. dei F.lli Alitti

VIETATA LA MANOMISSIONE - RENDERE DOPO LA STAMPA |

Patient package insert according to Pharmacists’
Regulations (Preparations) — 1986
This medicine can be sold with a doctor's prescription only

Oramorph 20 mg/ml Oral Solution

Active ingredient

Morphine sulfate

Each ml (16 drops) contains 20 mg Morphine sulfate.

For detailed information regarding administration see section 3.
Inactive ingredients and allergens in the preparation see section 6.
See also important information regarding some of the ingredients in
section 2.

Readthis

using this medicine.
This leaflet contains concise information about the medicine. If you have
any further questions, refer to the doctor or pharmacist.

This medicine has been prescribed for you. Do not pass it on to others. It
may harm them, even if you think that their medical condition is similar.
This is especially important when using this type of medicine, which has
been prescribed for you after careful evaluation of the benefit versus the
risk of unnecessary use.

This medicine is not intended for children under three years of age.

 You have suffered in the past from withdrawal symptoms following
cessation of drug or medicine use, such as: restlessness, anxiety,
tremor or sweating.

 You suffer from scoliosis (kyphoscoliosis).

 You suffer from obesity.

If you are taking or have recently taken any other medicines,
including non-prescription drugs and nutrition supplements, tell
your doctor or pharmacist, inform the doctor or pharmacist especially
if you are taking the following medicines (please note that the following
list specifies the active ingredients in medicines. If you are not sure
whether you are using one of these medicines, please consult the
doctor or pharmacist):

« Medicines that affect the central nervous system (such as: sedatives,
sleeping medicines, antihistamines for allergies, anesthetics for
surgery and other opioid analgesics).

« Medicines for the treatment of certain mental disorders (such as:
phenothiazines or antidepressants).

« Medicines for the treatment of hypertension.

* Gabapentin (for the treatment of epilepsy or neuropathic pain).

 Cimetidine (for the treatment of digestive problems such as
heartburn, gastric ulcer).

 Ritonavir (for the treatment of HIV virus /AIDS).

. eramlplcln (antibiotic).

Medicines belonging to the opiates family may cause addiction,
especially with prolonged use, and they have a potential for misuse
and overdose.

Areaction to opioid overdose can be expressed by slowed breathing
and even cause death.

Make sure you know the name of your medication, your dose, how
often to take it, the duration of treatment, its side effects and potential
risks.

Further information can be found at the following link:

https://www. hea\(h gov.il/UnitsOffice/HD/MTI/Drugs/risk/DocLib/

opioids_en.pdf

1. What is the medicine intended for?
The medicine is intended for the relief of mild to severe pain that does
not react to non-opioid analgesics.

Therapeutic group: Opioid analgesics

2. Before using the medicine

Do not use the medicine if:

« You are hypersensitive (allergic) to the active ingredient morphine or|
to any of the ingredients of the medicine (see section 6).

* You suffer from breathing problems, such as: respiratory depression
or obstructive airway diseases.

* You suffer from intestinal obstruction (lleus), severe abdominal pain
or slow gastric emptying.

 You suffer from acute liver disease.

* You suffer from a head injury.

 You are heavily addicted to alcohol.

 You are currently taking, or have taken in the last two weeks, a
medicine of the monoamine oxidase inhibitors group (MAOIs).

* You are pregnant or breastfeeding.

« Do not use this medicine in children under three years of age.

« The patient is in a prolonged unconscious state or coma.

« You suffer from increased intracranial pressure or spasms.

« You suffer from pheochromocytoma (a benign adrenal tumor)

Special g g the use of this

« Oramorph 20 mg/ml contains morphine, an opioid ingredient, and
has a potential of abuse. Take all necessary precautions in order to
prevent the medicine from reaching anyone other than the patient.

« Prolonged use may cause dependency!

 Keep the medicine in a safe place and out the reach of children.
Unintentional swallowing of the medicine, especially by children, may
cause life threatening damage.

* Do not stop taking the medicine suddenly without consulting a
doctor! Cessation of treatment will be according to the doctor's
instructions (gradually) in order to avoid withdrawal symptoms such
as: restlessness, anxiety, tremor, sweating.

 Avoid sudden shifts from lying/sitting position to standing in order to
prevent dizziness and in extreme cases fainting.

« If you are about to undergo surgery (|nclud|ng den(a\) or any other
procedure involving anesthesia, you must inform your doctor that
you are taking this medicine. Its use is not recommended before a
surgery and for up to 24 hours following a surgery, unless instructed
by the doctor.

» Extra caution is required in the elderly, due to their increased sensitivity
to the medicine.

« If you are sensitive to any food or medicine (especially other opioid
analgesics), inform the doctor before taking the medicine.

Before treatment with Oramorph 20 mg/ml tell the doctor if:

» You are trying to become pregnant.

« You suffer from impaired function of the respiratory system (such as:
bronchial asthma or impaired function of the lungs).

« You suffer from impaired function of the heart and/or blood vessels
(e.g.: hypotension or failure of the right side of the heart, known as
Cor pulmonale).

* You suffer from an adrenal gland disease such as Eddison’s disease,
pheochromocytoma.

» You suffer from impaired liver function.

* You suffer from impaired renal/urinary system function.

« You suffer from impaired gallbladder function.

» You suffer from impaired function of the gastrointestinal tract (such as
inflammatory bowel disease).

* You suffer from an enlarged prostate (hyper(mphy) with residual urine
(at risk of the bladder tearing as a result of urine retention).

« You suffer or have suffered in the past from Inflammation of the
pancreas (pancreatiis).

» You suffer or have suffered in the past from underactive thyroid gland
(hypothyroidism).

* You suffer or have suffered in the past from epilepsy or convulsions.

« You suffer or have suffered in the past from an addiction to alcohol,
drugs or medicines.

medicines or medicines with anticholinergic activity

(such as: medicines for the treatment of Parkinson's disease, certain
t- and vomiting i such as:

metoclopramide).

« Mexiletine and esmolol for arrhythmias.

 Muscle relaxants.

* Medicines of the monoamine oxidase inhibitors group (MAQIs) - see
section 2 ‘Do not use the medicine if ",

. VOnconazole for me treatmem of fungal mfecllons

and analgesics.

Use of this medicine and food
The medicine can be taken regardless of meal times.

Use of this medicine and alcohol consumption
Do not drink alcohol during treatment with this medicine.
Drinking alcohol while using this medicine may cause you to feel sleepy.

Pregnancy and breastfeeding
Do not use the medicine if you are pregnant or breastfeeding.

Driving and use of machinery

The use of this medicine may impair aleriness and therefore requires
caution when driving a car, operating dangerous machinery and when
engaging in any activity that requires alertness. Children should be
warned against riding a bicycle or playing near roads etc.

Essential information regarding a few of the ingredients
of this medicine

The medicine contains 0.17 mg/ml sodium and 1 mg/ml of the preservative
sodium benzoate. Inform the doctor before taking this medicine (see
also section 6).

3. How to use this medicine?

Always use according to the doctor’s instructions.
Check with the doctor or pharmacist if you are not sure.

« The dosage and administration will be determined by the doctor
only.

« The usual recommended dosage is:
The dosage will be determined by the doctor according to your age,
weight, severity of the pain and your response to the treatment.
Usually you should take a dose every 4 to 6 hours.

Do not exceed the recommended dose.

« Do not take more than 6 doses a day. If during the treatment you
continue to feel pain- refer to the doctor.

« Do not change the dosage without an instruction from the doctor.

Tests and follow up

During prolonged treatment you must undergo periodic evaluations in
order to assess the ongoing need for the medicine. Take the medicine
with a sufficient amount of liquid - water or fruit juice. Drink the entire
quantity in order to ensure that you have taken the required dosage.
The medicine can be taken regardless of the meal times. Mix the drops
with the liquid right before taking the medicine.

Every ml of medicine contains 16 drops.

2drops = 2.5mg morphine sulfate

4drops =5 mg morphine sulfate

8drops = 10 mg morphine sulfate

16 drops = 20 mg morphine sulfate

24 drops = 30 mg morphine sulfate

If you have accidentally taken a higher dosage, consult your
doctor. If you have taken an overdose or if a child, or a person other
than the patient, have accidentally swallowed the medicine, proceed
immediately to a hospital emergency room and bring the package of
the medicine with you. Symptoms of overdose may include: nausea,
dizziness, extreme sleepiness. In severe cases breathing difficulties
may appear, which may cause loss of consciousness and even death.
These symptoms require urgent medical assistance.

If you forget to take this medicine at the set time, take it as soon as
you remember, but in any case, there must be a gap of no less than
four hours between doses. Never take a double dose to compensate
for a forgotten dose.

If you stop taking the medicine: Do not stop taking the medicine
suddenly, unless the doctor instructed to do so. If you wish to stop taking
the medicine, consult the doctor who will guide you how to do so, in
order to not experience withdrawal symptoms such as: restlessness,
anxiety, tremor or sweating.

« How can you assist in the success of the treatment?
Complete the treatment as recommended by the doctor.
Even if there is an improvement in your condition, do not stop the
treatment with the medicine without consulting the doctor and even
then do it gradually.

« Do not take medicines in the dark! Check the label and the dose each
time you take a medicine. Wear glasses if you need them.

If you have any further questions regarding the use of this medicine,
consult the doctor or pharmacist.

4, Side effects

Like all medicines, the use of Oramorph may cause side effects in some
of the users. Do not be alarmed while reading the list of side effects. You
may not suffer from any of them, however if the side effects persist or
are bothersome or they worsen, consult the doctor.

When evaluating side effects, see the following terms for frequency:
Very common - a frequency of more than 1 out of 10 patients.
Common - less than 1 out of 10 but more than 1 out of 100.
Uncommon - less than 1 out of 100 but more than 1 out of 1,000.

Rare - less than 1 out of 1,000 but more than 1 out of 10,000.

Very rare - less than 1 out of 10,000 or unknown.

Stop treatment and refer immediately to a doctor or a hospital
emergency room if the following side effects appear: allergic or
anaphylactic reaction (manifests as breathing difficulties, swelling of
the face area, the eyelids or the lips, rash and itching in vast areas),
respiratory depression, slow and weak breathing, convulsions, heavy
drowsiness, excessive swealing, severe abdominal pains, intestinal
obstruction, loss of consciousness.

Additional side effects:

Very common side effects (appear in 1:10 patients)- nausea,
constipation (the doctor can prescribe you medicines for these effects).

Common side effects (appear in 1:10 to 1:100 patients)- dry mouth,
loss of appetite, abdominal pain or dlscomfnrt vomiting, drowsiness,
dizziness, headache, confusion, , unusual weakness,
involuntary muscle contractions, skin rash or |tch|ng, sweating.

Uncommon side effects (appear in 1:100 to 1:1,000 patients)-
indigestion, change in the taste sensation, intestinal obstruction, vertigo
(spinning  sensation), fainting, convulsions/seizures, restlessness,
mood changes, hallucinations, euphoria, muscle stiffness, shortness of
breath, wheezing or breathing difficulties, pulmonary edema, numbness
or tingling, difficulty passing urine, decrease in blood pressure, facial
redness (flushing), palpitations (especially strong, rapid or iregular
heartbeats), heart failure, swelling of the hands, ankles or feet, urticaria,
increase in liver enzymes, blurred vision, muscle spasms.

Rare side effects - double vision, nystagmus, chills, low blood sodium
levels.

Side effects with unknown frequency - depressed mood, abnormal

thoughts, increase in sensitivity to pain, rapid or slow heartbeats, puplls

getting smaller, cough reflex,

abdominal pain, worsening of pancreatitis symptoms, absence of

mens(ruauons‘ impotence, decrease in sexual dnve, vision disturbances,
reaction, developing of and

(o\erance to the medicine.

If one of the side effects worsens, or if you experience a side effect not
mentioned in this leaflet, consult the doctor.

Side effects and drug interactions in children and infants
Parents must inform the attending doctor about any side effect as well
as any additional medicine given to the child. See the above mentioned
side effects and drug interactions.

Side effects can be reported to the Ministry of Health by clicking on the
"Reporting side effects following drug treatment" link found on the Ministry
of Health homepage (www.health.gov.l) that directs you to the online form
for repcmng side effects, or at the following link:

gov.ilgl aspx?form

5. How to store the medicine?

* 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 that may be life threatening. See sections "Special
warnings regarding the use of this medicine" and "If you have
accidentally taken a higher dosage".

» Do not induce vomiting unless explicitly instructed to do so by the
doctor.

« Do not use the medicine after the expiry date (exp. date) stated on
the package and label. The expiry date refers to the last day of that
month.

 After opening the package, Oramorph solution 20 mg/ml is stable
for 90 da;

 Storage condmons.

Store at a temperature below 25°C.
Store in the original package for protection from light.

« In addition to the active ingredient, this medicine also
contains:

Purified water, Citric acid anhydrous, Sodium benzoate, Sodium
edetate (dihydrate).

« What the medicine looks like and contents of the pack
Oramorph 20 mg/ml is a clear and transparent solution in a brown
glass bottle containing 20 ml with a calibrated dropper attached.

« Registration holder and importer
BioAvenir Lid.

1 David Hamelech St.
Herzeliya Pituach 4666101

« Manufacturer

L. Molteni & C Ltd., Scandicci (Florence), Italy

o This leaflet was checked and approved by the Ministry of Health
in 07/2015, and was updated according to the Ministry of Health's
instructions in 01/2019

« Drug registration number at the national medicines
registry of the Ministry of Health: 153-96-34100-00

Oramorph PIL PB0119-09
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