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PATIENT PACKAGE INSERT IN ACCORDANCE
WITH THE PHARMACISTS’ REGULATIONS
(PREPARATIONS) - 1986
The medicine is dispensed with
a doctor’s prescription only

ZYVOXID® 600 mg

Film-coated tablets

Linezolid 600 mg

The list of inactive and allergenic ingredients in the
preparation is in section 6.

Read this leaflet carefully in its entirety before
using the medicine. This leaflet contains concise
information about the medicine. If you have further
questions, refer to the doctor or pharmacist.

This medicine has been prescribed to treat you. Do
not pass it on to others. It may harm them, even
if it seems to you that their medical condition is
similar to yours.

For information on side effects, please refer to
section 4.

1. WHAT IS THE MEDICINE INTENDED FOR?

For treating infections caused by microorganisms

sensitive to linezolid, such as:

*« Pneumonia (community- and hospital-
acquired).

e Skin and soft tissue infections, including
infections in diabetic foot.

« Enterococcal infections.

This treatment is only indicated in cases where

there is a suspicion that the microorganisms are

resistant to other antibiotics.

Therapeutic group:
Antibiotic of the oxazolidinone family.

2. BEFORE USING THE MEDICINE
Do not use the medicine if:

x You are sensitive (allergic) to the active
ingredient, or any of the additional ingredients
contained in the medicine.

x You are breastfeeding, since the medicine
passes into breast milk and may harm the
baby.

x Do not take the medicine concomitantly
with or within 14 days of taking monoamine
oxidase inhibitors (MAOIs) (e.g., phenelzine,
isocarboxazid, selegiline, moclobemide) usually
given to treat depression or for Parkinson’s
disease.

Do not use the medicine without consulting the
doctor before starting treatment:

If you have high blood pressure.

« If you have been diagnosed with an overactive
thyroid.

If you have a tumor in the adrenal glands or
carcinoid syndrome (caused by tumors in
the hormonal system; symptoms can include
diarrhea, flushing of the skin and wheezing).

If you have manic depression, schizoaffective
disorder, pathological confusion and other mental
problems.

If you are prone to bruise and bleed easily.

If you have anemia.

If you are prone to getting infections.

If you have, or have had in the past, seizures.

If you have liver or kidney function problems,
especially if you are being treated with dialysis.
If you have diarrhea.

Special warnings regarding use of the
medicine

If you are sensitive to any food or medicine,
inform the doctor before taking the medicine.
Do not become pregnant during the course of
treatment with the medicine - consult a doctor
about using proper contraceptive methods.
Use of Zyvoxid® may cause overproliferation of
organisms insensitive to the medicine.

Do not use this medicine frequently or for
prolonged periods of time without consulting
the doctor.

! During the course of treatment with this medicine,
perform blood tests, especially in patients taking
medicines that may cause a drop in platelet
counts and their functioning or in patients taking
linezolid for more than two weeks.

Perform vision tests in patients taking the
medicine for a prolonged period of time.

HIf you are taking, or have recently taken, other
medicines, including non-prescription medicines
or nutritional supplements, inform the doctor or
pharmacist.

It is particularly important to inform the doctor
before starting treatment if you are taking any of
the following medicines:

- Decongestants (cold or flu preparations containing
pseudoephedrine or phenylpropanolamine).
Medicines used to treat asthma, such as
salbutamol, terbutaline and fenoterol.

Tricyclic antidepressants or selective serotonin
reuptake inhibitors (SSRIs), such as: amitriptyline,
cipramil, clomipramine, dosulepin, doxepin,
fluoxetine, fluvoxamine, imipramine, lofepramine,
paroxetine or sertraline.

Medicines used to treat migraine, such as
sumatriptan and zolmitriptan.

Medicines used to treat severe allergic reactions,
such as adrenaline (epinephrine).

Medicines which can increase blood pressure,
such as: noradrenaline (norepinephrine),
dopamine and dobutamine.

- Medicines used to treat moderate to severe pain,
such as pethidine.

Medicines used to treat anxiety, such as
buspirone.

Rifampicin — antibiotic used to treat bacterial
infection.

- Blood thinners, such as warfarin.

Since the combination with Zyvoxid® may lead to
exacerbation of side effects, such as: changes in
blood pressure, body temperature or heart rate.
Your doctor may want to check the state of your
general health and your blood pressure before
and during treatment or will decide that a different
treatment is preferable for you.

H Use of the medicine and food

This medicine can be used with or without food.
Swallow the medicine with a small amount of
water.

During the course of treatment, limit the
consumption of foods and beverages that contain
high quantities of tyramine, such as red wine,
beer, yeast, soya (including sauce) and fermented,
pickled, smoked or aged foods.

This is because in conjunction with the medicine,
blood pressure may rise.

H Pregnancy and breastfeeding

If you are pregnant or breastfeeding, consult the
doctor before starting treatment. Inform the doctor
immediately if you discover that you are pregnant,
suspect you are pregnant or if you plan to become
pregnant or breastfeed.

Zyvoxid® may harm the fetus and therefore, do not
use this medicine during pregnancy, unless the
benefit outweighs the risk.

Do not breastfeed during the course of treatment
with Zyvoxid® since the medicine passes into
breast milk and may harm the baby.

H g and using machines

Use of this medicine may cause dizziness and
blurred vision. If this happens to you, do not drive
or operate machines.

3. HOW SHOULD YOU USE THE MEDICINE?
Always use according to the doctor’s
instructions!

The dosage and treatment regimen will be
determined by the doctor only.

Complete the treatment regimen recommended
by the doctor.

Even if there is an improvement in your health,
do not stop treatment with this medicine without
consulting the doctor.

Do not exceed the recommended dose!
Do not crush/halve/chew! This is because the tablet
is film-coated.

If you took an overdose or if a child has
accidentally swallowed the medicine, immediately
refer to a doctor or proceed to a hospital emergency
room, and bring the package of the medicine with
you.

If you forgot to take the medicine at the required
time, take a dose as soon as you remember. The
timing of the next dose should be calculated starting
from this dose, but never take a double dose!
Adhere to the treatment regimen recommended
by the doctor.

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

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

4. SIDE EFFECTS

As with any medicine, use of this medicine may
cause side effects in some users. Do not be
alarmed by the list of side effects. You may not
suffer from any of them.

Stop use and refer to a doctor immediately in
the event of:

« Appearance of signs of a severe allergic reaction,
such as: skin effects, including redness and
pain, flaking (dermatitis), rash, itching, blistering
of the skin, swelling, particularly around the
face, tongue or throat, difficulty swallowing, and
difficulty breathing.

Diarrhea, which becomes severe or does not
pass, or if you notice blood or mucus in the
stools, stop treatment immediately and refer to
a doctor. In this case, do not take medicines to
slow or stop bowel activity. Rarely, this effect can
become life-threatening.

Refer to a doctor immediately in the event of:

« Occurrence of vision disturbances, such as:

blurred vision, changes in color vision, difficulty in

seeing detail or restriction of the field of vision.

If you suffer from recurrent nausea or vomiting,

abdominal pain or rapid breathing.

If you become numb, or feel tingling or prickling

in the arms or legs.

« If you experience seizures, tremor, muscle rigidity,
coordination problems, confusion, hallucinations,
especially if you are concomitantly taking
selective serotonin reuptake inhibitor (SSRI)
antidepressants.

Numbness and tingling of the extremities as well

as blurred vision have been reported by patients

who have been given this medicine for more than

28 days.

Additional side effects

Common side effects:

* Fungal infections, especially in the mouth or
vagina

Headache

Metallic taste in the mouth

Digestive disorders, abdominal pain, diarrhea,
constipation, nausea or vomiting

Changes in blood test results (including liver
or kidney function tests and blood sugar level
tests)

Heightened tendency to bruise or bleed, a drop
in certain blood cells may occur, which will cause
blood clotting problems or anemia

Sleep disturbances

Increased blood pressure

Changes in the levels of various blood cells,
which may affect the ability of the immune
system to resist infections

Skin rash and/or itching

Dizziness

Localized pain

Fever

Uncommon side effects:

« Infections in the vagina or genital area in
women

« Tingling or numb sensation

* Blurred vision

¢ Ringing in the ears

* Inflammation of the veins

« Sore or dry mouth, swollen, sore or discolored
tongue

* A need to urinate more often

« Chills

Feeling tired or thirsty

Inflammation of the pancreas

Increased sweating

Changes in blood tests measuring liver or kidney
function

Convulsions

Low blood sodium levels

Kidney failure

Reduction in platelet levels

Abdominal bloating

Transient ischemic accident (temporary
disturbance of blood flow to the brain causing
short term symptoms, such as: loss of vision, leg
or arm weakness, speech disturbances and loss
of consciousness)

Inflammation of the skin

Increase in creatinine levels

Stomach pain

Changes in heart rate

Rare side effects:

» Narrowing of the field of vision

« Superficial tooth discoloration (can be removed
with professional dental cleaning)

Side effects of unknown frequency:

« Serotonin syndrome (symptoms can include:
fast heart rate, confusion, increased sweating,
hallucinations and involuntary shivering)

« Lactic acidosis (symptoms can include recurrent
nausea and vomiting, abdominal pain and rapid
breathing)

« Severe skin problems

« Sideroblastic anemia

 Hair loss

« Changes in color vision, difficulty in seeing
detail

 Decrease of the blood cell count

* Weakness and sensory changes

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

Side effects can be reported to the Ministry of
Health by clicking on the link “Report Side Effects
of Drug Treatment” found on the Ministry of Health
homepage (www.health.co.il), that directs you to
the online form for reporting side effects,

or by entering the link:
https://forms.gov.il/globaldata/getsequence/gets
equence.aspx?formType=AdversEffectMedic@m
oh.gov.il

5. HOW SHOULD THE MEDICINE BE
STOR

Avoid p0|son|ng! This medicine, and any other

medicine, should be kept in a safe place out of

the reach of children and/or infants in order to avoid

poisoning. Do not induce vomiting unless explicitly

instructed to do so by the doctor.

Do not use the medicine after the expiry date (exp.

date) that appears on the package. The expiry date

refers to the last day of that month.

Store at a temperature below 25°C. Protect from

light

6. FURTHER INFORMATION

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

Microcrystalline cellulose, corn starch, sodium
starch glycollate type A, hydroxypropylcellulose,
magnesium stearate, hydroxypropylmethylcellulose
(E464), titanium dioxide (E171), polyethylene glycol,
carnauba wax, red ink.

What the medicine looks like and the contents
of the package:

Zyvoxid® is a white, oval-shaped tablet with
“ZYVOXID 600" imprinted on it in red.

License holder: Pfizer PFE Pharmaceuticals Israel
Ltd., 9 Shenkar St., Herzliya Pituach 46725.

This leaflet was checked and approved by the
Ministry of Health in March 2016.

Registration number of the medicine in the National
Drug Registry of the Ministry of Health:
Zyvoxid®: 122.61.30245
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magnesium stearate, hydroxypropylmethylcellulose

(E464), titanium dioxide (E171), polyethylene glycol,
carnauba wax, red ink.
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