Patient Information Leaflet
EFNOCAR-CT 40/12.5
Efonidipine Hydrochloride Ethanolate and Chlorthalidone Tablets [40mg + 12.5mg|

The name of your medicine is EFNOCAR-CT 40/12.5 Tablets. We refer to them as
EFNOCAR-CT Tablets or EFNOCAR-CT throughout this leaflet.

Read all of this leaflet carefully before you start taking this medicine because it contains
important information for you.

Keep this leaflet. You may need to read it again.
If you have any more questions, please ask your doctor or your pharmacist.
This medicine has been prescribed for you personally and you should not pass it on to
anyone else. It may harm them, even if their symptoms are the same as yours.

e [f any of the side effects get serious, or if you notice any side effects that are not listed
in the leaflet, please tell your doctor or pharmacist.

In this leaflet:

1. What EFNOCAR-CT Tablets are and what they are used for

2. What you need to know before you take EFNOCAR-CT Tablets

3. How to take EFNOCAR-CT Tablets

4. Possible side effects

5. How to store EFNOCAR-CT Tablets

6. Contents of the pack and other information

1. WHAT EFNOCAR-CT TABLETS ARE AND WHAT THEY ARE USED FOR

EFNOCAR-CT Tablets contain the active substances Efonidipine and Chlorthalidone. Both
of these substances help to control high blood pressure.

e Efonidipine belongs to a group of substances called “calcium channel blockers”.
Amlodipine stops calcium from moving into the blood vessel wall which stops the blood
vessels from tightening.

e Chlorthalidone belongs to a group of medicines known as diuretics which work by
increasing the amount of urine passed (a diuretic action), reduces the water in your body,
also helping to lower blood pressure.

EFNOCAR-CT Tablets are used to treat High blood pressure.
2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE EFNOCAR-CT TABLETS
Do not take EFNOCAR-CT Tablets if you:



Have ever had an allergic reaction to efonidipine or Chlorthalidone or any of the
ingredients in the tablet. An allergic reaction may include a rash, itching, difficulty
breathing, or swelling of the face, lips, throat, or tongue;

If you are pregnant

if you are not passing any urine at all

if you have severe kidney or liver problems

if you have low blood levels of potassium which can cause muscle weakness, muscle
twitching or abnormal heartbeat

if you have low blood levels of sodium which can cause tiredness, confusion, muscle
twitching, fits or coma

if you have high blood levels of calcium which can cause loss of appetite, tiredness or
muscle weakness

if you have Addison’s disease (which is a condition where your adrenal gland is not
producing enough steroids)

if you are taking lithium.

If any of the above applies to you, do not take EFNOCAR-CT and talk to your doctor.

Take special care with EFNOCAR-CT Tablets

You should inform you doctor if you have or have had any of the following conditions:

Liver or kidney disease;

Recent heart attack

Heart failure;

Severe increase in blood pressure (Hypertensive crisis)

Warnings and precautions

Talk to your doctor, pharmacist or nurse before taking EFNOCAR-CT Tablets:

« if you suffer from any other liver or kidney problems;

* if you are on a low-salt diet;

« if you suffer from diabetes mellitus (increased levels of sugar in the blood);

« if you have high cholesterol levels;

« if you have recently had an anaesthetic;

« if you are elderly.

* If you experience a decrease in vision or eye pain. These could be symptoms of fluid
accumulation in the vascular layer of the eye (choroidal effusion) or an increase of pressure in
your eye and can happen within hours to a week of taking EFNOCAR-CT Tablets. This can
lead to permanent vision loss, if not treated. If you earlier have had a penicillin or
sulphonamide allergy, you can be at higher risk of developing this.

If any of the above applies to you, or if you are not sure, speak to your doctor or pharmacist
before you take EFNOCAR-CT Tablets.



Other medicines and EFNOCAR-CT Tablets

Tell your doctor or pharmacist if you are taking, have recently taken or might take any other
medicines This applies to medicinal products subject to medical prescription or those
obtained without a prescription, especially:

v/ other treatments for high blood pressure or heart problems such as:

* ACE inhibitors (for example, lisinopril) beta blockers (for example propranolol
hydrochloride)

» methyldopa

« vasodilators (for example bosentan)

» calcium channel blockers (for example amlodipine)
* guanethidine

v corticosteroids such as prednisolone or betamethasone - used to treat allergic and
inflammatory diseases and immune reactions

v/ adrenocorticotropic hormone (ACTH) - used to treat a number of different conditions,

including ulcerative colitis (a form of inflammatory bowel disease), Crohn’s disease (a

form of chronic inflammatory bowel disease) and rheumatoid arthritis

corticosteroids such as prednisolone or betamethasone - used to treat allergic and

inflammatory diseases and immune reactions

cytotoxic agents such as cyclophosphamide or methotrexate - used to treat cancer
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asthma treatments such as salbutamol or formoterol

amphotericin - used to treat infections

carbenoxolone - used to treat ulcers

insulin and other treatments for diabetes such as chlorpropamide or glibenclamide
digoxin — for an irregular heartbeat

lithium - used to treat mental illness

anticholinergics such as atropine sulphate or hyoscine (butylbromide) - for abdominal or
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stomach spasms or cramps

colestyramine - used to reduce cholesterol levels and prevent heart disease

amantadine - used to treat Parkinson’s disease or viral infections

allopurinol - used to treat gout (a complex type of arthritis)

non-steroidal anti-inflammatories (NSAIDs) such as aspirin or indometacin - used for
pain relief or rheumatism

ciclosporin - used to treat rheumatic disease or skin complaints or after a transplant
calcium salts or vitamin D - used for replacement therapy.

Cimetidine (stomach acid reducer)

Tacrolimus (a drug to suppress immunity)
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Please tell your doctor or pharmacist if you are taking or have recently taken/used any other
medicines, including medicines obtained without a prescription.

Use in children and adolescents



EFNOCAR-CT is not recommended in infants and children as safety is not established in this
group of patients.

For more information, talk to your doctor.
Taking EFNOCAR-CT Tablets with food and drink

e You should not drink grapefruit juice or eat grapefruit while taking this medicine.
Grapefruit and grapefruit juice can lead to an increase in the blood levels of efonidipine,
which can cause an unpredictable increase in its blood pressure-lowering effect.

e [t is best to take EFNOCAR-CT Tablets in the morning with food. Swallow your tablets
whole with a drink of water.

® You should avoid low-salt diets. Taking EFNOCAR-CT Tablets may reduce the amount
of salt in your body.

e [f you are on a low-salt diet check with your doctor first before taking EFNOCAR-CT
Tablets

Pregnancy

The safety of efonidipine in human pregnancy has not been established. EFNOCAR-CT
should not be administered in pregnant women.

Breast-feeding

It is not known whether efonidipine is passed into breast milk. EFNOCAR-CT should not be
administered in breastfeeding women.

Ask your doctor or pharmacist for advice before taking any medicine.
Driving and using machines

Dizziness may occur while taking antihypertensive agents. Hence, working on aerial
platform, working with dangerous machinery and/or driving should be avoided.

3. HOW TO TAKE EFNOCAR-CT TABLETS

Your doctor will choose a suitable starting dose for your particular condition and monitor
your progress. If necessary, this dose can be increased or reduced.

While you are taking EFNOCAR-CT Tablets, your doctor may want to carry out a number of
tests from time to time. This is quite usual and nothing to worry about.

It is best to take EFNOCAR-CT Tablets in the morning with food. Swallow your tablets
whole with a drink of water.

Follow your doctor’s instructions. Check the pharmacy label to see how many tablets to take
and how often to take them. If you are still not sure, ask your pharmacist or doctor. The usual
doses are described below.

Adult: One tablet per day.
Children



EFNOCAR-CT is not recommended in infants and children as safety is not established in this
group of patients.

Elderly

Efonidipine should be started at low dose (20 mg/day) in elderly. Patient should be carefully
observed for development of hypotension. Dose may be halved if there is intolerance to the
20mg/day dosage regimen.

For Chlorthalidone, dose selection for an elderly patient should be done cautiously, usually
starting at the low end of the dosing range, reflecting the greater frequency of decreased
hepatic, renal or cardiac function, and of concomitant disease or other drug therapy.

Patients with liver/kidney disease
Your doctor may give you a different dose than normal.
If you take more EFNOCAR-CT Tablets than you should

If you (or someone else) swallow a lot of tablets all together, or if you think a child has
swallowed any of the tablets, contact your nearest hospital casualty department or your doctor
immediately. Take your medication and the packaging with you to the doctor or casualty
department. If you have taken an overdose, you may you may appear flushed (your skin will
look red), or you may feel dizzy or faint. If blood pressure drop is severe enough shock can
occur.

If you forget to take EFNOCAR-CT Tablets

If you forget to take a tablet, take one as soon as you remember, unless it is nearly time to
take the next one. Never take two doses together. Take the remaining doses at the correct
time.

If you stop taking EFNOCAR-CT Tablets

Take this medicine for as long as your doctor tells you to, as you may become unwell if you
stop.

4. POSSIBLE SIDE EFFECTS
Like all medicines, this medicine can cause side effects, although not everybody gets them.
Some side effects can be serious and need immediate medical attention

A few patients rarely may experience serious side effects. If any of the following happen, tell
your doctor straight away:

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).

Other possible side effects of Efonidipine



The common side effects are hot flushes, palpitations, facial flushing and headache. In

addition, elevation in serum total cholesterol, increased liver enzymes may occur.

Other known side effects are as follows. Tell your doctor if you notice or are worried by any
of the side effects listed.

Increased liver enzymes, Jaundice

Abnormal urine tests

Decreased haemoglobin,

Rash, itching

Palpitations, abnormal heartbeat, chest pain, decreased blood pressure
Flushing of the face

Headache, sluggishness and light-headedness

Nausea, stomach discomfort, abdominal pain

Malaise, increase serum total cholesterol

Hot flushes, sweating

Drowsiness, numbness, and tinnitus

Vomiting, constipation

Frequent urination, edema, increased bad cholesterol levels
Diarrhea, Gingival hyperplasia

Tell your doctor or pharmacist if you notice any other effects not listed.

Chlorthalidone

If you get any of the following effects tell your doctor or pharmacist immediately:

Very common:

low blood levels of potassium which can cause muscle weakness, muscle twitching or
abnormal heartbeat

increased blood levels of uric acid

increased blood levels of cholesterol.

Common :

low levels of sodium which can cause tiredness, confusion, muscle twitching, fits or coma
low levels of magnesium

high blood sugar levels which can cause tiredness, weakness or feeling thirsty

nettle rash, skin rash

low blood pressure which may make you feel dizzy when you stand up

dizziness, loss of appetite, upset stomach

impotence in men.

Rare:

increased calcium in the blood which can cause agitation, sore eyes, abdominal pain
sugar in the urine (this would show up when your doctor or nurse tests your urine)
worsening of diabetes



yellowing of the skin or eyes caused by liver or blood problems (jaundice)

increased sensitivity of your skin to sunlight

abnormal heartbeat the symptoms of which include palpitations and fainting

pins and needles, headache, feeling or being sick, stomach pain

constipation, or diarrhoea

reduction in blood platelets which increases the risk of bruising or bleeding

severe reduction in the number of white blood cells which makes infection more likely
an abnormally high amount of eosinophils (type of white blood cell) in the blood
breathing problems

problems with your kidneys.

Uncommon side effects
» gout which causes pain and swelling in the joints.
Very rare:

* low levels of chloride in the blood, symptoms include dry mouth, thirst, gastrointestinal
disturbances (including nausea, vomiting), weakness, lethargy, drowsiness, restlessness,
seizures, confusion, headache, muscle pains or cramps, hypotension

« inflammation of the pancreas which causes severe stomach and back pain.
Frequency unknown:

* Decrease in vision or pain in your eyes due to high pressure (possible signs of fluid
accumulation in the vascular layer of the eye or glaucoma).

Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any
possible side effects not listed in this leaflet. You can also report side effects directly:
Website: www.zuventus.co.in and click the “Safety Reporting” located on the top of the home

page.

By reporting side effects, you can help provide more information on the safety of this
medicine.

You can also report the side effect with the help of your treating physician.

5. HOW TO STORE EFNOCAR-CT TABLETS

Do not use the tablets after the end of the expiry month (use-by date) shown on the product
packaging.

Store below 30°C. Protected from light & moisture.

Keep this medicine out of the sight and reach of children


http://www.zuventus.co.in

Medicines should not be disposed of via wastewater or household waste. Ask your
pharmacist how to dispose of medicines no longer required. These measures will help to
protect the environment.

6. CONTENTS OF THE PACK AND OTHER INFORMATION
What EFNOCAR-CT Tablets contain

The active substance is Efonidipine and Chlorthalidone.

Efnocar CT 40/12.5

Each uncoated bilayered tablet contains:
Efonidipine Hydrochloride Ethanolate 40 mg
Chlorthalidone IP 12.5 mg

Excipients q.s.

Colour: Iron Oxide Yellow

Packaging information

Each Alu-Alu blister strips contains 10 tablets.
Marketing authorization holder:

Zuventus Healthcare Limited

Zuventus House, Plot Y2, CTS No.: 358/A2,
Near Nahur Railway Station,

Nahur (W), Mumbai, 400078 Maharashtra, India.

This leaflet was last revised in 07/2023.



