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www.karenpharma.com

Amlodipine/Valsartan

F.C. Tablet

Read this leaflet carefully before you start taking
Amlodipine/Valsartan. There may be new information. This
information does not take the place of talking with your doctor
about your medical condition and treatment. If you have any
questions, ask your doctor or pharmacist.

General guidance

* This medicine has been prescribed for your present disease.
Do not pass it on to others with same symptoms.

 Tell your doctor before taking this medicine if you are taking
any other prescription or non-prescription (over-the-counter)
medicine or if you have had any unusual or allergic reaction to
this medicine or any other medicines, foods, dyes,
preservatives.

* This medicine is available only with your doctor's prescription.
® The progress of treatment should be checked at regular visits
by your doctor.

* Take this medicine at the same time each day and only as
directed by your doctor.

® You can take Amlodipine/Valsartan with or without food.

* Do not take this medicine with grapefruit or grapefruit juice.
Pregnancy and breastfeeding

Pregnancy: Should not be taken during pregnancy unless
recommended by your doctor. You must tell your doctor if you
think you are or might become pregnant and discontinue as
soon as possible once pregnancy is detected.
Breastfeeding: Amlodipine/Valsartan is not recommended
for mothers who are breastfeeding. Tell your doctor if you are
breastfeeding or about to start breastfeeding.

Precautions:

e Check with your doctor for the best way to reduce gradually
the amount you are taking before stopping completely. Do not
stop taking this medicine suddenly.

e Consult with your physician about concomitant use of this
medicine with other non-prescription medicines for appetite
controls, asthma, colds, cough, hay fever or sinus problems,
since they may tend to increase blood pressure.

e Chest pain resulting from exercise or physical exertion
usually is reduced or prevented by this medicine. This may
tempt you to be too active. Make sure you discuss with your
doctor a safe amount of exercise for your medical problem.

e After taking a dose of this medicine you may get a headache
that lasts for a short time. This should become less noticeable
after you have taken this medicine for a while. If this effect
continues or if the headaches are severe, check with your
doctor.

e Dizziness or lightheadedness may occur, especially if you

have been taking a diuretic. Be careful before you drive, use
machines, or do anything else which needs alertness and
well-coordination.

* Dizziness, lightheadedness, or fainting may also occur if you
exercise or if the weather is hot. Heavy sweating can cause loss of too
much water and result in low blood pressure. Use extra care during
exercise or hot weather and make sure you discuss with your doctor a
safe amount of exercise for your medical problem.

* Check with your doctor right away if you become sick while taking
this medicine, especially with severe or continuing nausea and
vomiting or diarrhea. These conditions may cause you to lose too
much water and lead to low blood pressure.

* Consult your doctor about your diet especially foods high in sodium
(salt). You should check with your doctor before changing your diet.
Drug Interactions:

Using this medicine with any of the following medicines in not
recommended. It is important that your healthcare professional know
if you are taking, have recently taken or might take any medicines
especially the following:

Lithium; Amiodarone; Pimozide; Atazanavir; Droperidol; Fentanyl;
Amodiaquine; Conivaptan; Fusidic acid; Idelalisib.

Other medical problems:

Make sure you tell your doctor if you have any other medical
problems, especially:

- Dehydration; Heart failure or problems; kidney disease; liver disease
and bile problems such as biliary cirrhosis and cholestasis.

- If you are more than 3 months pregnant.

- If you have severe low blood pressure (hypotension).
Contraindications:

- Concomitant use with aliskiren in patients with diabetes mellitus.
-Concomitant use with aliskiren in patients with moderate-to-severe
renal impairement.

How to take Amlodipine/ Valsartan:

The dose of this medicine will be different for different patients, and
your doctor must always tell you how to use the medicine, but the
usual dose is:

For hypertension:

* Adults

Amlodipine 5 mg and Valsartan 80 to 160 mg once daily, dose may be
titrated after 1-2 weeks of therapy. Maximum recommended doses:
Amlodipine 10 mg daily; Valsartan 320 mg daily

 Geriatric:

Refer to adult dosing. Use of lower initial doses should be considered.
© Children:

The use of Amlodipine/Valsartan in children and adolescents (aged
below 18 years old) is not recommended unless ordered by a
specialist.

Side effects

Every medicine by the side of therapeutic effects may cause some
adverse effects, although not everybody gets them. If you get any
side effects, talk to your doctor or pharmacist. This includes any

possible side effect not listed in this leaflet:

- Side effects that can be serious and need immediate medical
attention: Allergic reaction with symptoms such as rash, itching,
swelling of face or lips or tongue, difficulty breathing, low blood
pressure (feeling of faintness, light-headedness).

- Common side effects: Influenza (flu); blocked nose, sore throat
and discomfort when swallowing; headache; swelling of arms,
hands, legs, ankles or feet; tiredness; asthenia (weakness);
redness and warm feeling of the face and/or neck.

- Uncommon side effects: Dizziness; nausea and abdominal
pain; dry mouth; drowsiness, tingling or numbness of the hands
or feet; vertigo; fast heart beat including palpitations; dizziness
on standing up; cough; diarrhea; constipation; skin rash, redness
of the skin; joint swelling, back pain; pain in joints.

Storage:

e Store the medicine below 30°C, away from heat, moisture and
direct light, in the original packaging.

¢ Keep out of the reach of children.

* Do not keep outdated medicine or medicine no longer needed.
Packaging:

Amlodipine/Valsartan  tablets =~ manufactured by
pharmaceutical company are available as:

* Round, F.C. tablets containing 5 mg Amlodipine and 80 mg
Valsartan

- In a cardboard box containing 3 Alu- Alu blisters of 10's with a
leaflet.

¢ Round, F.C. tablets containing 5 mg Amlodipine and 160 mg
Valsartan

- In a cardboard box containing 3 Alu-Alu blisters of 10's with a
leaflet.

* Round, F.C. tablets containing 10 mg Amlodipine and 160 mg
Valsartan

- In a cardboard box containing 3 Alu- Alu blisters of 10's with a
leaflet.
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