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Lactose, talc, maize starch, FD&C blue No.2 aluminium lake, sucrose, calcium stearate, liquid paraffin (mineral oil).
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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE PHARMACISTS’ REGULATIONS (PREPARATIONS) - 1986
This medicine is dispensed with a doctor’s prescription only

Name of the preparation, its form and strength

Provera 5 mg
Tablets

Medroxyprogesterone acetate 5 mg

A list of inactive and allergenic ingredients in the preparation is provided 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. This medicine is intended to treat women over the age of 18.

1. WHAT SHOULD | KNOW ABOUT THE MEDICINE?

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

What is the medicine intended for?

+ To treat cases requiring administration of exogenous progesterone.

Therapeutic group:

Progestogen (synthetic), with activity similar to the natural sex hormone, progesterone.

2. BEFORE USING THE MEDICINE

Do not use the medicine if:

X you are hypersensitive (allergic) to the active ingredient or to any of the other ingredients contained in the medicine
or to other similar hormonal medicines.

X you are pregnant or suspect you are pregnant or you are breastfeeding. The doctor may ask you to perform a
pregnancy test before or during treatment.

x you have now or have had breast cancer in the past, or if breast cancer is suspected.

x you suffer from or have suffered in the past from, or are at risk of developing a thromboembolic disease, e.g.,
thrombophlebitis (inflammation of the blood vessels), pulmonary embolism or arterial thrombosis (cardiac event
or angina pectoris).

x you suffer, or have suffered in the past, from impaired liver function.

X you have undiagnosed vaginal bleeding.

x there is a known medical history of porphyria — an inherited blood disorder, in which certain proteins are
not produced properly, and it may manifest with either neurological complications or with skin problems (or
occasionally both).

Do not use the medicine without consulting a doctor before commencing treatment if:

you suffer, or have suffered in the past, from diabetes, depression, migraine, epilepsy.

you suffer, or have suffered in the past, from impaired function of the heart and/or blood vessels.

you suffer from hypertension.

you suffer, or have suffered in the past, from impaired function of the respiratory system (e.g., asthma).

you suffer, or have suffered in the past, from impaired liver or kidney function.

you suffer, or have suffered in the past, from gallstones.

you suffer from systemic lupus erythematosus (an allergic condition which causes joint pain, skin rash and fever).
you suffer from hearing problems.

you suffer from severe headaches or a sudden vision disturbance.

you have known risk factors for estrogen-dependent tumor disease, e.g., first-degree relative to a breast cancer
patient.

Special warnings regarding use of the medicine

Risk of developing venous blood clots:

Taking a hormonal preparation like Provera may slightly increase the risk of developing blood clots in the legs, lungs
and other parts of the body; the risk increases whether or not you are taking the preparation, when:

- you suffer from overweight.

there is a known medical history of blood clots among relatives.

you have had a blood clot in the veins or lungs before.

you are bedridden for a long time (e.g., after surgery).

- you suffer from a severe injury or have undergone major surgery.

you have a history of recurrent miscarriages.

Inform the doctor if you have undergone or are going to have an operation while still taking the medicine.

(See section 4: “Side Effects” for further information about the warning signs for occurrence of blood clots).

You should have a general examination and a breast examination before taking this medicine.

During the course of treatment with this medicine, liver function tests should be performed.

This preparation contains sucrose and lactose and may cause an allergic reaction in people sensitive to certain
sugars.

« If you are sensitive to any type of food or medicine, inform the doctor before taking the medicine.

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

It is particularly important to inform the doctor or pharmacist if you are taking:

Aminoglutethimide (a medicine sometimes used in Cushing’s syndrome), anticoagulants (e.g., warfarin), anticonvulsants
(e.g., carbamazepine, phenobarbital, phenytoin), ritonavir and nelfinavir used to treat HIV and AIDS, preparations to
treat infections (e.g., rifabutin, rifampicin, efavirenz or nevirapine for bacterial and yeast infections), the Hypericum
herb (St. John’s Wort) to treat depression.

H Pregnancy and breastfeeding

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

! Inform the doctor if you are pregnant or if you miss your period during the course of treatment with the medicine.

During the course of treatment with this medicine it is recommended that you use effective non-hormonal contraceptives
(e.g., a condom).

! Before commencing treatment, you must perform a test to rule out pregnancy.

H Use of the medicine and food

The medicine can be taken with or without a meal. Swallow the medicine with a little water.

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.

Do not exceed the recommended dose!

Take the medicine whole. You must not crush/halve/chew, since the effect of these forms of administration has not
been studied.

The information provided below indicates the usual dosage for treating some of the conditions for which this
treatment may be used:

Heavy or irregular menstruation:

The usual dosage is up to 10 mg per day for 5-10 days, where the start of treatment is on day 16 of the menstrual
cycle. A few days after you stop taking the tablets you will usually have bleeding like a period. Sometimes, the doctor
may recommend repeating the treatment in the next cycle and in some cases, the doctor may also prescribe estrogen
to be taken at the same time as Provera for about 10 days.

Absence of menstruation:

The usual dosage is up to 10 mg per day for 5-10 days, where the start of treatment is on the day that is calculated or
expected to be the 16th day of the cycle. A few days after you stop taking the tablets you will usually have bleeding
like a period. The treatment will be repeated for 3 menstrual cycles. In some cases, the doctor may prescribe estrogen
to be taken at the same time as Provera for about 10 days.

Endometriosis (a gynecological disease in which cells of the uterine mucosal lining are found outside of the
uterus):

The usual dosage is 10 mg 3 times a day, for three months, starting from the first day of the cycle. Spotting/staining
from time to time or bleeding during the course of treatment is normal and should not raise concern.

If you do not have a period after you finish a course of treatment with Provera, inform the doctor and rule
out pregnancy.

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

If you forgot to take this medicine at the required time, take a dose as soon as you remember, but never take
two doses together!

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 your medicine. Wear glasses
if you need them.

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

4. SIDE EFFECTS

As with any medicine, use of the medicine may cause side effects in some users. Do not be alarmed when reading

the list of side effects, you may not experience any of them.

Discontinue treatment and refer to the doctor immediately if:

You suffer from a severe, possibly life-threatening allergic reaction (with symptoms such as: wheezing, breathing

difficulties, feeling faint, swelling of the face, tongue, hands and feet, intense itchy skin rash) (rare).

You suffer from the following symptoms that may indicate a blood clot in the lungs:

severe, sudden and sharp chest pain, bloody cough, sudden shortness of breath, rapid heartbeats.

You suffer from the following symptoms that may indicate a blood clot in the brain (stroke):

an unusually severe or prolonged headache, changes in vision, difficulty speaking, collapse or fainting, weakness

up to numbness in any part of the body, up to inability to move it.

You suffer from the following symptoms that may indicate a blood clot in the deep veins of the leg:

pain, sensitivity or swelling of the shin, ankle or foot, the skin color of the leg changes to purple, or the skin becomes

red and warm to the touch.

You suffer from jaundice (yellowing of the skin or whites of the eye) or worsening of liver function.

You suffer from a significant increase in blood pressure or from a migraine-type headache for the first time.

Additional side effects that have been reported during the course of treatment with Provera:

- Breast tenderness and pain, a milky discharge from the breasts, vaginal bleeding that lasts a long time, bleeding
in between menstruations, irregular menstruation, a change in vaginal discharge and in menstrual cycle.

- Nervousness, insomnia, drowsiness, fatigue, dizziness, depression, headache, nausea.

- Blood clots, including blood clots in the lungs, swelling of the veins due to blood clots, stroke, heart attack.

- Generalized itching, rash, hives, acne, hair thinning or loss, or excessive hairiness on the body and facial area.

- Fluid retention and swelling of the hands and ankles, weight changes, decreased glucose tolerance.

If any of the side effects worsen, or if you suffer from a side effect not mentioned in the leaflet, consult the doctor.

5. HOW SHOULD THE MEDICINE BE STORED?

Avoid poisoning! This medicine and any other medicine must be kept in a safe place out of the reach of children
and/or infants 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 the medicine at a temperature below 25°C.

6. FURTHER INFORMATION

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

Lactose, talc, maize starch, FD&C blue No.2 aluminium lake, sucrose, calcium stearate, liquid paraffin (mineral oil).
What the medicine looks like and the contents of the pack:

A round, light blue tablet, with the letter “U” imprinted on one side and the number “286” on the other side on both
sides of a score line.

The medicine is provided in a glass bottle containing 24 tablets or in a blister package that contains 100 tablets.
Not all package types may be marketed.

Manufacturer: Pfizer Italia S.r.l.

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

This leaflet was checked and approved by the Ministry of Health in August 2014.

Registration number of the medicine in the National Drug Registry of the Ministry of Health:

Provera 5 mg: 127.15.22148.22
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Lactose, talc, maize starch, FD&C blue No.2 aluminium lake, sucrose, calcium stearate, liquid paraffin (mineral oil).
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