Patient Package Insert
Prescription Only Medicine
Carefully read the entire leaflet before startingu ~ se
RAMAZIDE® 2.5/12.5, 5/25 TABLETS

COMPOSITION:

Ramazide ® 2.5/12.5 Tablets: Each tablet contains 2.5 mg of R amipril and 12.5 mg Hydrochlorothiazide.

Ramazide ® 5/25 Tablets: Each tablet contains 5 mg of Ramipri | and 25 mg Hydrochlorothiazide.

THERAPEUTIC ACTIVITY: Ramazide® combines two active substances for the t  reatment of high blood pressure in patients whose b lood
pressure cannot be controlled by Ramipril alone: Ra  mipril and Hydrochlorothiazide: Ramipril is an Angi otensin converting enzyme (ACE)
inhibitor and Hydrochlorothiazide is a diuretic.

APPROVED INDICATIONS: It is indicated in the treatment hypertension.

WHEN SHOULD THE PREPARATION NOT BE USED?

- In patients with hypersensitivity to the active i ngredients or to any sulfonamide-derived drugs or o ther ACE inhibitors group that is used to
reduce blood pressure or to other thiazide diuretic S.

- In pregnant women or planning to become pregnant or breastfeeding.

- In patients who are suffering or have suffered in the past from angioedema.

- In patients suffering from severe dysfunction of the kidneys; patient being treated with dialysis.
- In patients suffering from renal artery stenosis in one or both kidney.

- In heart patients with stenosis of the aortic or mitral valve.

- In patients suffering from liver dysfunction.

- In patients with electrolyte disturbances such as : hypokalemia, hyponatremia or hypercalcemia.
- In patients with hypotension.

- In diabetic patients type 1 or 2.

- In patients taking Aliskiren (Renin Inhibitor use d in the treatment of hypertension).

- In patients less than 18 years of age.

DO NOT USE THIS MEDICINE WITHOUT CONSULTING A PHYSICIAN: If you are pregnant or planning to become pregnant or breastfeeding. If you
are suffering or have suffered in the past from imp aired function of: the liver, kidney/ urinary tract , diabetes or heart attack or stroke or heart
failure. Increased loss of fluids (diarrhea, vomiti ng). If you have Lupus erythematosus. If you have a circulation problems in the extremities.

HOW WILL THIS MEDICINE AFFECT YOUR DAILY LIFE: Use of this medicine may impair alertness and may cause dizziness, lightheadedness or
fainting especially after the first dose and when t he dose is increased; therefore caution should be e xercised when engaging in activities such as
driving a car, operating dangerous machinery and an y other activity which requires alertness. Do not d rink alcohol while taking this medicine.

WARNINGS & PRECAUTIONS: Do not use this medicine frequently or for long per iods of time without consulting your doctor. If you are sensitive
to any type of food or medicine, consult your docto r prior to commencing treatment.
- If you plan to become pregnant, talk to your doct  or about other ways to lower your blood pressure. | n case of pregnancy stop taking this

product and refer to your doctor immediately.

- Use of this medicine may cause sudden eye disorde  rs (blurring of vision, Glaucoma) and may cause pho tosensitivity; therefore exposure to
sunlight should be minimized while taking this medi cine.

- Inform your doctor or your dentist if you are tre ated with this product in case of surgery.

- During treatment with this medicine the following test should be performed: blood, urine, kidney fun ction, blood pressure checks to monitor
your health, serum levels of potassium, sodium, glu cose, calcium and uric acid.

- This medicine is not intended for administration to children and infants.

- Dialysis with polyacrytonitrile membrane should n ot be performed in patients taking Ramazide.

- Low density lipoprotein apheresis with Dextran Su Iphate not be performed in patients taking Ramazide

- Use of the drug may distort results of laboratory tests for parathyroid function.

DRUG INTERACTIONS: If you are taking any additional drugs or if you h ave just finished a course with another medicine in cluding OTC, vitamins

and herbal supplements, inform the attending physic ian, in order to prevent hazards or lack of efficac vy arising from drug interactions, especially
with: aspirin and other drugs non-steroidal anti-in flammatory (such as indomethacin), other antihypert ensives drugs, Heparin, nitrates, tricyclic
antidepressants, anaesthetics, immunosuppressants, corticosteroids, cytostatics, procainamide, allopur inol, laxative in case of prolonged use,
carbenoxolone, epiepherine, diuretics and medicines containing potassium salts, heparin, lithium, medi cines that contain lithium salt, steroids,
cholesterol lowering preparations, muscle relaxants , adrenalin, methyldopa, medicine from the digitali s group, antidiabetic preparation (insulin,
sulfonylurea), carbamazebine, Aliskiren and Methyld opa.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the course of ta king this medicine, for
example: dryness of mouth, constipation, rash, feel ing of heat, diarrhea, nausea, dizziness, weakness, fatigue, sweating, cough that may
increase at night or when lying down, headache, irr  itability, tremor, sleep disturbances, loss of appe tite, disturbances of balance, concentration
disorders, confusion, mood changes, hearing and vis ion disturbances, bronchitis or bronchospasm, distu rbances in smell sensation, sinusitis

and changes blood picture. These effects may appear at the beginning of the treatment and usually disa  ppear within a short time of following the
period of adaptation to the medicine.

Side effects that require special attention:

- Continue treatment and consult your doctor: if yo u have disturbances in taste (rare), prolonged coug h (rare).

- Stop treatment and consult your doctor immediatel y: if you have angioedema with swelling of the face , tongue, throat or larynx, intestinal
angioedema accompanied by abdominal pain, symptoms of anaphylactic shock, drop in blood pressure, hear t rhythm disturbances, changes in
kidney function, muscle cramps, impotence.

In the events that you experience side effects not mentioned in this leaflet or if there is a change i  n your general health, consult your doctor or
your pharmacist immediately.

RECOMMENDED DOSAGE: Ramazide ® should be administered according to physician’s in structions, depending on the case of patient. Dono t
exceed the recommended dosage.

MISSED DOSE: If you forget to take this medicine at the specif  ied time, take the dose as soon as you remember. If it is closed to your next dose
do not take the missed dose, just take the next dos e at regular time, but never take a double dose. __ If you have missed several doses, inform your
doctor immediately.

DIRECTIONS FOR USE: Do not chew, crush or split the tablet! Swallow the medicine with some water; before, with or after m  eals. It is
recommended to take the drug at the same time of th e day, usually in the morning.

OVERDOSE: In case of accidental overdose or if a child uses t his medicine by accident, seek professional assista nce or rush to a hospital
emergency room accompanied with the medicine’s pack age. Symptoms of overdose may include: hypotension, shock and acute urinary
retention.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATM ENT? Complete the full course of treatment as instructed by the physician.
Even if there is an improvement in your health, do not discontinue the use of this medicine without co nsulting your physician.

AVOID POISONING: This medicine contains substances, which can be po isonous or fatal in large doses to children and/or infants, therefore
must be kept out of their reach. This medicine has been prescribed for the treatment of your illness; it may harm other patients. Do not give this
medicine to your relatives, neighbours, or any body else. Do not take medicine in the dark! Check the label and the dose each time you take your
medicine. Please note the expiry date of the medici  ne! In case of doubt consult the pharmacist who dis pensed the medicine to you.

STORAGE: Store at temperature not exceeding 25C inits ori ~ ginal package. Even if kept in their original conta  iner and stored as recommended,
medicine may be kept for a limited period only.

PRESENTATION: Box of 30 Tablets.

Pharmacare PLC
Beitunia- Industrial Zone- P.O. Box 677 - Ramallah, Palestine
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