CO-VALCARD
Film Coated Tablets

Prescription Only Medicine

Composition:
Co-Valcard 80/12.5 tablets:

Each film coated tablet contains:
Valsartan 80 mg
Hydrochlorothiazide 12.5mg

Co-Valcard 160/12.5 tablets:
Each film coated tablet contains:
Valsartan 160 mg
Hydrochlorothiazide 12.5mg

Co-Valcard 160/25 tablets:

Each film coated tablet contains:
Valsartan 160 mg
Hydrochlorothiazide 25 mg

Therapeutic Activity:
Angiotensin Il antagonists (valsartan) combination with diuretic (hydrochlorothiazide).

Indications:
Co-Valcard is indicated for the treatment of hypertension in patients whose blood
pressure is not adequately controlled by monotherapy (second-line therapy).

When Should Not This Preparation Be Used:

Co-Valcard tablets are contraindicated in the following conditions:

- If you are sensitive (Allergic) to valsartan, hydrochlorothiazide or other sulfonamide.If
you think that you are allergic,refer to the doctor for advice.If you are not sure which
drugs to avoid;ask the doctor or pharmacist

- If you are pregnant, or planning to become pregnant

- If you suffer from sever liver disease with destruction of the small bile ducts within the
liver (biliary cirrhosis) leading to the build up of bile in the liver (choestatsis)

- If you suffer from severe kidney disease with inability to produce urine

- If you are suffering from kidney function impairment and you are taking a blood
pressure lowering medicine containing aliskiren (such as:Rasilez) at the same time

- If you have high level of sugar in the blood and you are suffering from diabetes and you
are taking a blood pressure lowering medicine containing aliskiren (such as:Rasilez) at
the same time.




Do Not Take This Medicine Without Consulting Your Physician Before Starting

Treatment:

If you are breastfeeding

If you have kidney problems

If you have systemic lupus erythematosus, or if you suffered in the past from it
If you have fever, rash and joint pain

If you have diabetes

If you have high levels of cholesterol or triglycerides in the blood

If you have swelling, mainly of the face and throat, while taking other medicines
(including an ACE inhibitor or aliskiren)

If you suffer from allergy or asthma

If you have low blood levels of potassium

If you have low blood levels of sodium

If you have high blood levels of calcium

If you have high blood levels of uric acid

If you are suffering from heart failure or have experienced a heart attack

If you suffer from vomiting or diarrhea or if you are taking a high dosage of diuretics.

Warnings and precautions:

1

S.
6.

. FETAL TOXICITY: When pregnancy is detected, discontinue the medicine as soon as
possible, drugs that act directly on the renin-angiotensin system can cause injury and
death to the developing fetus

. If you need a test to assess the functioning of your parathyroid gland, your physician
may ask you to stop taking this medicine beforehand, as it may interfere with the test
results

. Stop the drug immediately if you experience a decrease in eye vision or eye pain which
may be symptoms of increased intraocular pressure.This can lead to vision impairment
if not treated

. You may have regular blood tests before and during treatment with Co-Vacard. These

will monitor the amount of electrolytes (such as potassium, sodium, calcium or

magnesium) in the blood and may also monitor your kidney functions, especially if you
are over 65 years old, have certain heart, liver or kidney diseases, or if you are taking
potassium supplements

It is not intended for children or infants

This drug may change tolerability to glucose.

Overdose:

Patients with high blood pressure often do not notice any signs of this problem. Many feel
well. Therefore, it is very important that you take the medicine exactly as the doctor tells
you, and keep your appointments with the doctor even if you are feeling well.

This medicine is to be taken at specific time intervals as determined by the attending
doctor,preferably in the morning

Side Effects:
In addition to the desired effects of Co-Valcard tablets, some side effects may occur

d

uring the course of treatment such as: Headache, dizziness, Inflammation of the nose or

throat (nasopharynagitis), fatigue, respiratory tract infections, sinusitis, chest pain, pain in
arm or leg, diarrhea, nausea, back pain, hyperkalemia, cough and decreased kidney
function, changes in the levels of other salts in the blood



Refer to the doctor immediately if you have one or more of the following symptoms:
Breathlessness (possible symptoms of non-cardiogenic pulmonary edema), sudden loss of
consciousness (possible symptoms of syncope), severely decreased urine output (possible
symptoms of impaired renal function or renal failure), fever, sore throat or mouth ulcers as a
result of infections (possible symptoms of a decrease in the blood neutrophil levels
[neutropenia]),muscle weakness, muscle spasms, abnormal heart rhythm (possible symptoms
of low levels of potassium in the blood), tiredness, confusion, muscle twitching, convulsions
(possible symptoms of low level of sodium in the blood) (effects with unknown frequency).

How Will This Medicine Affect Your Daily Life:

-Dizziness and weariness may occasionally occur during treatment with blood press
lowering medicines, so caution should be taken when engaging in activities requiring
alertness such as driving or operating machinery. Avoid alcoholic beverages as they may
worsen these effects

-This medicine may cause special sensitivity upon exposure to the sun; therefore, avoid
exposure to the sun and take appropriate precautions (long clothes, a hat, protective
creams).

Drug Interactions:

If you are taking another medicine concomitantly or if you have just finished treatment
with another medicine, inform your physician in order to prevent hazards and lack of
efficacy resulting from drug interactions. This is especially important for the following
drugs: ACE-inhibitors or aliskiren, potassium-sparing diuretics, potassium supplements,
salt substitutes containing potassium, heparin, rifamycin, ciclosporine, ritonavir, lithium,
digoxin or other digitalis glycosides, antidepressants, antipsychotics, allopurinol,
methyldopa, anticholinergic agents, cholestyramine and colestipol, steroids, certain
cancer medicines, carbenoxolone, amantadine, diazoxide, vitamin D and calcium salts,
carbamazepin, alcohol, barbiturates, narcotics, muscle relaxant drugs, penicillin G,
amphotericin, insulin or oral antidiabetics, non-steroidal anti-inflammatory drugs
(NSAIDs) and noradrenaline.

To Avoid Poisoning:

1. Keep the medicine out of the reach of children

2. If an excessive dose is taken, or if a child swallowed the medication accidentally, seek
help at an emergency and take the remaining medicine with you

3. Do not induce vomiting without consulting the physician

4. Do not take your medication in the dark, always read the label and make sure you are
taking the right medication

5. Always notice the expiry date and never take the medicine after the mentioned date

6. Avoid exposure of the drug to excessive heat and humidity during storage

7. Use the drug only as prescribed. In the case any adverse effect not mentioned in this
leaflet develops, discontinue use and consult your physician.

Dosage And Directions For Use:

- The dose is according to physician’s instructions

- Take Co-Valcard tablets by mouth with or without food, preferably in the morning

- Do not chew or crush the tablets. Swallow Co-Valcard tablet with a glass of water

- Do not stop taking this medication or change your dose without consulting your
physician first.




- When you are outdoors, wear protective clothing and use at a 15+ sunscreen. Do not use
a sunlamp.

Missed Dose:

- Take the missed dose as soon as you remember, unless it is the time for your next dose,
skip the missed one and continue as your regular dose schedule

- Do not double the dose to make up the missed dose.

Storage:
Store at temperature between 15-30°C, away from light and moisture.

Presentation:

Co-Valcard 80/12.5 : A box of 28 film coated tablets
Co-Valcard 160/12.5 : A box of 28 film coated tablets
Co-Valcard 160/25 : A box of 28 film coated tablets.

B
Eeit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.O.Box 58

Beit Jala - Palestine

http: //www.beitjalapharma.com
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