Patient Package Insert
Prescription Only Medicine
Carefully read the entire leaflet before startingu  se
VALZADEPINE ® 80/5, 160/5, 160/10
FILM COATED TABLETS

COMPOSITION:

Valzadepine ® 80/5 Film Coated Tablets: Each tablet contains 80  mg of Valsartan and 5 mg Amlodipine (as Besylate).

Valzadepine ® 160/5 Film Coated Tablets: Each tablet contains 16 0.0 mg of Valsartan and 5 mg Amlodipine (as Besylat  e).

Valzadepine ® 160/10 Film Coated Tablets: Each tablet contains 1 60 mg of Valsartan and 10 mg Amlodipine (as Besylat  e).
THERAPEUTIC ACTIVITY: Valzadepine ® combines two antihypertensive active substances wi th complementary mechanisms to
control blood pressure in patients with hypertensio n as initial therapy not adequately monitored by mo no-therapy; Valsartan belongs
to the angiotensin Il antagonist class and Amlodipi ne Besylate to the calcium channel blocker class. T  he combination of these
substances has an additive antihypertensive effect, reducing blood pressure to a greater degree than e  ither component alone.
APPROVED INDICATIONS: It is indicated in the treatment of essential hyper  tension. It is indicated in patients whose blood pr essure is
not adequately controlled by monotherapy.

WHEN SHOULD THE PREPARATION NOT BE USED?

- In patients with hypersensitivity to the active i ngredients, or to other calcium channel blocker, or angiotensin receptor blockers e.g
Losartan or ACE inhibitors.

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

- In persons under 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 suffere  d in the past from liver impairment or biliary obst ructive disorders or kidney
impairment or heart problems. If you are vomiting o r having a lot of diarrhea.

HOW WILL THIS MEDICINE AFFECT YOUR DAILY LIFE: Use of this medicine may impair alertness; therefor e caution should be
exercised when engaging in activities such as drivi ng a car, operating dangerous machinery and any oth  er activity which requires
alertness.

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, cons ult your doctor prior to commencing treatment.

- Valzadepine may cause a hypotension if excessive hypotension occurs the patient should be placed in a supine position and if
necessary, given an intravenous infusion of normal saline, to reduce the risk of dizziness and lighthe = adedness; get up slowly when
rising from a sitting or lying position.

- There is a risk of Myocardial Infarction or Incre  ased Angina in patients with severe obstructive cor onary artery disease on
starting calcium channel blocker therapy or at the time of dosage increase.

- Caution should be exercised when administering Va  Izadepine to patients with severe hepatic impairmen  t.

- Avoid eating grapefruit or drinking grapefruit ju ice.

- Serum electrolytes should be monitored periodical ly, as the drug may cause hyperkalemia.

- 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.

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

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 at  tending physician, in order to prevent hazards or | ack of efficacy arising from
drug interactions, especially with: Sildenafil, Sim vastatin, Non-Steroidal Anti-Inflammatory Agents in cluding Selective
Cyclooxygenase-2 Inhibitors, Potassium supplements, or Salt Substitutes containing Potassium, Rifampin , Cyclosporine, Ritonavir,
Potassium sparing diuretics (e.g., Spironolactone, Triamterene, Amiloride), Diretics, Lithium, antico nvulsants agent (carbamazepine,
nitroglycerin), Antifungal (Ketoconazole, Itraconaz ole) Erythromycin, Verapamil, Diltiazem, Dantrolene

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: Infection (Nasopharyngitis, influenza), Anxiety, Headache, Dizziness, drowsines s, vertigo, Tachycardia,
orthostatic hypotension, Diarrhea, Constipation, na usea, abdominal pain, dry mouth, Rash, Joint swelli ng, back pain, oedema, facial
oedema, fatigue, sore throat and discomfort when sw  allowing, blocked nose, swelling of arms, hands, le gs, ankles or feet, tiredness,
redness and warm feeling of the face and or neck. T ingling or numbness of the hands or feet, palpitati on, cough. If you experience any
of these serious side effects tell you doctors stra ight away: allergic with symptoms such as rash, itc hing, swelling of face or lips or
tongue, difficulty breathing, low blood pressure (f eeling of faintness light headedness). If you notic e any side effects which are not
listed in this text, please inform your doctor or p harmacist.

RECOMMENDED DOSAGE: Valzadepine ® should be administered according to physician’s in structions, depending on the case of
patient. Do not 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 th e next dose at regular time, but never take a doubl e 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; with or without meals (A void
drinking grapefruit juice)

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 medici ne’s package. Symptoms of overdose may include: sev  ere dizziness, fainting.
HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? 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 consulting your
physician. Don't stop taking this medicine suddenly as the dose should be reduced gradually.

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 no  t give this medicine to your
relatives, neighbours, or any body else. Do not tak e medicine in the dark! Check the label and the dos e 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 25°C in its ori  ginal package. Even if kept in their original conta  iner and stored as
recommended, medicine may be kept for a limited per  iod only.

PRESENTATION: Box of 30 Film Coated Tablets. |

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