Patient Package Insert

Prescription Only Medicine
Carefully read the entire leaflet before startingu  se
VALZADEPINE HCT 160/5/12.5, 160/10/12.5, 160/10/25 FILM COATED TABLETS

COMPOSITION:

Valzadepine HCT 160/5/12.5 Film Coated Tablets: Eac h tablet contains 160
mg of Valsatan, 5 mg Amlodipine (as Besylate) and 12.5
Hydrochlorothiazide.

Valzadepine HCT 160/10/12.5 Film Coated Tablets: Ea ch tablet contains
160 mg of Valsartan, 10 mg Amlodipine (as Besylate) and 12.5
Hydrochlorothiazide.

Valzadepine HCT 160/10/25 Film Coated Tablets: Each
mg of Valsartan, 5 mg Amlodipine (as Besylate)
Hydrochlorothiazide.

THERAPEUTIC ACTIVITY: Valzadepine HCT combines three active
substances: two antihypertensive (Valsartan and Aml odipine) with
complementary mechanisms to control blood pressure in patients with
hypertension as initial therapy not adequately moni tored by dual therapy
and the third substance is a diuretic (Hydrochlorot hiazide), Valsartan
belongs to the Angiotensin Il antagonist class, Aml odipine Besylate
belongs to the calcium channel blocker class and Hy  drochlorothiazide
belongs to the diuretic class. The combination of t hese substances has an
additive antihypertensive effect, reducing blood pr essure to a greater
degree than either component alone.

APPROVED INDICATIONS: It is indicated in the treatment of essential
hypertension. It is indicated in patients whose blo od pressure is not
adequately controlled by dual therapy. It is also i ndicated as alternative
treatment in patients already taking equivalent dos es of Valsartan
Amlodipine and Hydrochlorothiazide as separate tabl ets.

WHEN SHOULD THE PREPARATION NOT BE USED?

tablet contains 160
and 25

- In patients with hypersensitivity to the active i ngredients.

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

- In patients with severe hepatic impairment, bilia ry cirrhosis or
Cholestasis.

- In patients with severe renal impairment (creatin
ml/minute), anuria.

- In patients with refractory hypokalemia, hyponatr
symptomatic hyperuricemia.

- In patients with hereditary angioedema or a histo
treatment with an ACE inhibitor or angiotensinll re

- Not recommended for use in patients below 18 year
of data on safety and efficacy.

ine clearance <30
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ceptor antagonist.
s of age due to a lack

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 liv er impairment or biliary
obstructive disorders or kidney impairment or heart problems. If you are
vomiting or having a lot of diarrhea. If you have L upus erythematosus.

HOW WILL THIS MEDICINE AFFECT YOUR DAILY LIFE: Use of this
medicine may impair alertness; therefore caution sh ould be exercised
when engaging in activities such as driving a car, operating dangerous
machinery and any other activity which requires ale rtness.

WARNINGS & PRECAUTIONS: Do not use this medicine frequently or for
long periods of time without consulting your doctor . If you are sensitive to
any type of food or medicine, consult your doctor p rior to commencing
treatment.

- Valzadepine HCT may cause a hypotension if excess
occurs the patient should be placed in a supine pos
given an intravenous infusion of normal saline, to
dizziness and lightheadedness; get up slowly when r
lying position.

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

- Caution should be exercised when administering Va  Izadepine HCT to
patients with severe hepatic impairment, Renal arte  ry stenosis, Kidney
transplantation.

- If you are under treatment with Beta blockers, an
should always be by gradual reduction of the dose o

- Avoid eating grapefruit or drinking grapefruit ju ice.
- Serum electrolytes should be monitored periodical
cause hypokalemia, hyponatremia, hypochloremic
hypomagnesemia.

- If you plan to become pregnant, talk to your doct
lower your blood pressure. In case of pregnancy sto
and refer to your doctor immediately.

- Aortic and mitral value stenosis.

- Systemic lupus Erythromatosus.

- Metabolic disorder.

- Inform your doctor or your dentist if you are tre
case of surgery or Kidney dialysis.

DRUG INTERACTIONS: If you are taking any additional drugs or if you
have just finished a course with another medicine i ncluding OTC, vitamins
and herbal supplements, inform the attending physic ian, in order to
prevent hazards or lack of efficacy arising from dr ug interactions,
especially with: Simvastatin, Steroids, Non-Steroid  al Anti-Inflammatory
Agents including Selective Cyclooxygenase-2 Inhibit ors, Potassium
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ition and if necessary,
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supplements, or Salt Substitutes containing Potassi
products that may increase potassium level, Potass
(e.g., Spironolactone, Triamterene, Amiloride), Cyc
Diuretics, Lithium, Curare derivatives and Muscle r
Digoxin, Antidiabetic, anticholinergic (atropine, B

um, or other medicinal
ium sparing diuretics
losporine, Ritonavir,
elaxant (Dantrolene),

iperiden), Methyldopa,

Colestyramine and Colestipol, Vitamin D and Calcium salts,
Anticonvulsants agent (Carbamazepine), Allopurinol, Amantadine,
Diazoxide, Cyclophospamide, Methotrexate, Nitroglyc  erin, Antifungal
(Ketoconazole, Itraconazole), Erythromycin, Clarith  romycin, Rifampin,

Calcium Channel blocker (Verapamil, Diltiazem), eat
grapefruit juice and Alcohol.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse
reactions may occur during the course of taking thi s medicine, for
example: hypokalemia, insomnia, dizziness, headache , drowsiness, visual
disturbances, vertigo, tachycardia, hypotension, or thostatic hypotension,
cough, dyspnoea, throat irritation, dyspepsia, uppe r abdominal pain,
diarrhea, dry mouth, nausea, vomiting, hyperhidrosi s, Pruritus, back pain,
Joint swelling, muscle spasms, musles weakness, mya lgias, pollakiuria,
elevation of serum creatinine, acute renal failure, erectile dysfunction,
fatigue, oedema, elevation of blood wuric acid, hype rcalcemia,
hyperlipidemia, hyperuricemia, hypernatremia, weigh t gain, abnormal
coordination, dysgeusia, lethargy parathesia, perip heral neuropathey,
neuropathey, syncope, phlebitis, thrombophlebitis, abasia, abnormal gait,
asthesia, malaise, discomfort, non cardiac chest pa in. If you notice any
side effects which are not listed in this text, ple  ase inform your doctor or
pharmacist.

RECOMMENDED DOSAGE: Valzadepine HCT should be administered
according to physician’s instructions, 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 itis clo  sed 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
tablet with some water; with or without meals (Avoi d eating grapefruit and
drinking grapefruit juice).

OVERDOSE: In case of accidental overdose or if a child uses t his
medicine by accident, seek professional assistance or rush to a hospital
emergency room accompanied with the medicine’s pack age. Symptoms of
overdose may include: hypotension with dizziness, excessive peripheral
vasodilation and possibly reflex tachycardia, nause a, drowsiness,
hypovolaemia and electrolytes disturbances associat ed with arrhythmia
and muscle spasms.

Treatment of overdose: Gastric lavage or induction of vomiting may be
considered if ingestion if recent, administration o f activated charcoal to
healthy volunteers immediately, or up to two hours after ingestion of
Amlodipine, has been shown to significantly decreas e Amlodipine
absorption. Clinically significant hypotension due to Valzadepine HCT
overdose calls for active cardiovascular support, i ncluding close
monitoring of cardiac and respiratory function, ele vation of extremities
and attention to circulatory fluid volume and urine output. A
vasoconistrictor may be helpful in restoring vascul ar tone and blood
pressure, provided that there is no contraindicatio n to its use. Intravenous
Calcium Gluconate may help to reverse calcium chann el blockade. Both
Valsartan and Amlodipine are unlikely to be removed by haemodialysis.
Hydrochlorothiazide is dialyzable.

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 d iscontinue the use of
this medicine without consulting your physician. Do n't stop taking this
medicine suddenly as the dose should be reduced gra  dually.

AVOID POISONING: This medicine contains substances, which can be
poisonous or fatal in large doses to children and/o r infants, therefore must
be kept out of their reach. This medicine has been prescribed for the
treatment of your illness; it may harm other patien ts. Do not give this
medicine to your relatives, neighbors, or anybody e Ise. 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 m  edicine! In case of
doubt consult the pharmacist who dispensed the medi cine to you.

ing grapefruit or

STORAGE: Store at temperature not exceeding 25T in its ori  ginal
package. Even if kept in their original container a nd stored as
recommended, medicine may be kept for a limited per  iod only.

PRESENTATION: Box of 30 Film Coated Tablets in Aluminium/ Alumin ~ ium

blister.
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