Patient Information Leaflet (PIL)

The dispensing of this medicine requires a doctor's prescription
Amlostat 5 mg/10 mg Film Coated Tablets
Amlostat 10 mg/10 mg Film Coated Tablets

(Amlodipine besylate and Atorvastatin calcium)

Read all of this leaflet carefully before you start taking this medicine.

- Keep this leaflet. You may need to read it again

- If you have any further questions, ask your doctor or pharmacist

- This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even
if their symptoms are the same as yours

- If any of the side effects gets serious,or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

In this leaflet:

What Amlostat is and what it is used for

What you need to know before you take Amlostat
How to take Amlostat

Possible side effects

How to store Amlostat

Contents of the pack and other further information.

ok wnE

1. What Amlostat is and what it is used for
Amlostat is a combination of a calcium channel blocker (Amlodipine besylate) and a HMG
CoA-reductase inhibitor (Atorvastatin calcium).

Amlostat is indicated for prevention of cardiovascular events (e.g. angina, heart attacks) in
patients with high blood pressure and/or increased blood cholesterol and/or patients with angina.

Even if you do not have high cholesterol, your doctor may still prescribe Amlostat if you have
high blood pressure and other risk factors in order to prevent your risk of cardiovascular disease
such as heart attacks.

2. Before you take Amlostat

Do not take Amlostat:

o If you have known hypersensitivity to either amlodipine beasylate and/or atorvastatin calcium
or other medications known as dihydropyridines (for example, felodipine, and nifedipine)

o If have been diagnosed with low blood pressure (less than 90 mmHg systolic)

o If you currently have active liver disease or unexplained increases in liver enzymes

o If you are pregnant, trying to become pregnant or if you are breast-feeding

o If you are taking glecaprevir/pibrentasvir

o If you are taking cyclosporine.

Take special care with Amlostat. Tell your doctor or pharmacists before you take
Amlostat:

o If you have thyroid problems



o If you have had a stroke or a mini stroke called a transient ischemic attack (TIA)

o If you regularly drink three or more alcoholic drinks daily

o If you are taking any other cholesterol lowering medication such as fibrates (gemfibrozil,
fenofibrate), niacin or ezetimibe

o If you have a family history of muscular disorders

e If you had any past problems with the muscles (pain, tenderness), after using an HMG-CoA
reductase inhibitor (“statin”) such as atorvastatin, fluvastatin, lovastatin, pravastatin,
rosuvastatin or simvastatin

e If you have kidney or liver problems

o If you have diabetes (as the dosage of Amlostat may need to be adjusted)

o If you have undergone surgery or other tissue injury

e If you do excessive physical exercise

e If you are 65 years old or older

o If you have taken any of the following medicines before, and you had an allergic reaction:
Amlodipine or other calcium channel blockers (e.g. nifedipine, felodipine), atorvastatin or other
HMG-CoA reductase inhibitors (e.g. simvastatin, lovastatin, pravastatin, fluvastatin,
rosuvastatin)

o If you are taking cyclosporine

o If you are taking fusidic acid

o If you are taking any other prescription, nonprescription or over-the-counter products.

Warnings & Precautions:

¢ Never change the dose of Amlostat unless your doctor tells you to

o Slightly increased blood sugar can occur when you take Amlostat. Discuss with the doctor your
risk of developing diabetes

e Amlostat may cause muscle pain, aching orweakness that does not go away even after stopping
the drug

o Amlostat therapy should be discontinued if markedly elevated hepatic transaminitis levels
occur

e Consult your doctor promptly if you have an unexplained and/or persistent muscle pain,
tenderness, or weakness especially if you have a fever. Amlostat should be discontinued if
myopathy and rhabdomylosis are diagnoses or suspected

e It is recommended that liver function tests be performed before and during treatment

e Symptomatic hypotension is possible, particularly in patients with severe aortic stenosis

o If you have chest pain that does not go away or gets worse, call your doctor immediately.
Amlostat may cause angina or myocardial infarction with initiation of treatment or dose
increase

e Call your doctor immediately if you develop symptoms of allergic reactions including swelling
of the face, lips, tongue, and/or throat

¢ Consult your doctor immediately if you have nausea and vomiting, stomach pain or if you are
passing brown or dark-colored urine

¢ Consult your doctor immediately if your skin and white of your eyes get yellow

e Consult your doctor if you have allergic skin reaction

¢ Inform your doctor if you get sick, have an operation or need a medical examination (as
Amlostat may cause abnormal tests results).

Taking other medicines, herbal or dietary supplements:

If you are taking another medicine (including vitamins, minerals, natural supplements or
alternative medicine) concomitantly or if you have just finished treatment with another medicine
or if you drink alcohol beverage inform your physician in order to prevent hazards or lack of
efficacy resulting from drug interactions. This is especially important for the following drugs:



Corticosteroids, cyclosporine, tacrolimus, sirolimus, temsirolimus, everolimus, gemfibrozil,
fenofibrate, bezafibrate, lipid-modifying doses of niacin (nicotinic acid), spironolactone,
cimetidine, erythromycin, clarithromycin, azole antifungalagents (e.g. ketoconazole or
itraconazole), letermovir, nefazodone, indinavir sulfate, nelfinavir mesylate, ritonavir, saquinavir
mesylate, lopinavir/ritonavir, telaprevir, tipranavir, darunavir, fosamprenavir, boceprevir,
elbasvir/grazoprevir, simeprevir, fusidic acid, digoxin, diltiazem, efavirenz, rifampin, sildenafil,
beta-blockers, antacids (antacids and Amlostat should be taken 2 hours apart), St. John’s Wort,
grapefruit juice, colchicines.

Please tell your doctor or pharmacist if you are taking or have recently taken any other
medicines, including medicines obtained without a prescription. Certain non-prescription drugs
may be harmful to you and may interfere with Amlostat.

Pregnancy and breast-feeding:

¢ This medicine should not be used by pregnant women. If you become pregnant, discontinue use
immediately and discuss with your doctor

¢ Cholesterol compounds are essential elements for the development of a fetus. Cholesterol-
lowering drugs can harm the fetus. If you are of child-bearing age, discuss with your doctor the
potential hazards to the fetus and the importance of birth control methods

o If you are breast-feeding your baby, you should not take Amlostat. This medicine may be
present in your breast milk.

Children & adolescents:
Amlostat is not recommended in children.

Driving and using machines:

Amlostat may cause dizziness and weariness. Do not drive or use machinery until you know
whether this medicine affects your ability to perform these activities. Limit alcoholic beverages
as they may worsen these effects.

3. How to take Amlostat
Always take Amlostat exactly as your doctor has told you. You should check with your doctor or
pharmacist if you are not sure.

Dosage and instructions for proper use:

e The dose is according to the physician’s instructions

e Amlostat tablets should be swallowed whole with a glass of water

e The usual dose is once daily

¢ Follow your doctor’s dosing instructions carefully

¢ Never change the dose unless your doctor tells you to

e Amlostat can be taken orally with or without food,at any time of the day. Ideally, so you won’t
forget, you should get in the habit of taking your medicine at the same time every day

e Follow the plan that you and your doctor make for diet, exercise, weight control and smoking
cessation.

Attention!
¢ Drinking excessive amounts of alcohol regularly is totally prohibited while using Amlostat
e Eating grapefruit and drinking grapefruit juice is totally prohibited while using Amlostat.

If you take more Amlostat than you should:



If you have taken an overdose or if a child has accidentally swallowed the medicine, refer
immediately to a physician or to a hospital emergency room and bring the package of the
medicine with you.

If you forget to take Amlostat:

e 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.

If you have any further questions on the use of this product, ask your doctor or
pharmacist.

4. Possible side effects
Like all medicines, Amlostat can cause side effects, although not everybody gets them

Stop taking Amlostat and seek immediate emergency medical attention (rare):
Extrapyramidal symptoms(including: Muscle stiffness, body spasms, upward eye rolling,
exaggeration of reflexes, drooling, difficulty moving how and when you want)

Talk to your doctor or pharmacist if you experience any of the following side effects (rare):

e Pancreatitis (severe upper abdominal pain that radiates to the back)

e Muscle pain that you cannot explain

e Muscle cramps, tenderness or weakness

¢ Generalized weakness, especially if you don’t feel well

e Brownish or discoloured urine

e Increased frequency, severity, duration of angina (chest pains)

e Change in rhythm or pace of heart beats

e Shortness of breath

e Jaundice (yellowing of the skin and eyes) from a liver disorder called hepatitis (inflammation
of the liver)

Talk to your doctor or pharmacist if the following side effects became severe:

e Swelling of the ankle (common)

e Low blood pressure: Dizziness, or dizziness when rising from sitting or laying down (rare)
e Numbness or tingling in hands/fingers

e Increased blood sugar: Frequent urination, thirst and hunger (rare)

Check with your doctor or pharmacist promptly if any of the following persist or become
troublesome: Stomach pain or upset, vomiting, loss of appetite and inability to eat, or malaise
(general feeling of being unwell), burping gas, constipation, diarrhea, headache, neck pain, fever,
hair loss, skin rash, hives, itchiness, insomnia (difficulty sleeping), drowsiness, fatigue,
nightmares, impotence, blurred vision, ringing in the ears

Possible side effects reported with some statins:

¢ Breathing problems including persistent cough and/or shortness of breath or fever
e Mood related disorders including depression

e Poor memory, confusion and memory loss

If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.



To report any side effect(s) to ministry of health directly fill the on-line reporting form at the
following link: https://www.pharmacy.moh.ps/index/Form/Language/ar and to the marketing
authorization holder website:http://www.beitjalapharma.com/index.php/en-gb/reports/.

5. How to store Amlostat

¢ Keep out of the reach and sight of children

e Store this medicine in its original package at temperature between15-30 °C

¢ Do not use Amlostat after the expiry date which is stated on the carton. The expiry date refers
to the last day of that month

¢ 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 & other further information

What Amlostat contains:

Amlostat 5 mg/10 mg tablets contain 5 mg Amlodipine (as besylate) and 10 mg Atorvastatin
(as calcium)

Amlostat 10 mg/10 mg tablets contain 10 mg Amlodipine (as besylate) and 10 mg Atorvastatin
(as calcium).

What Amlostat looks like and contents of the pack:

e Amlostat 5 mg/10 mg tablets is a white oval film coated tablets. It is available in a box of 30
tablets

e Amlostat 10 mg/10 mg tablets is a dark blue oval film coated tablets. It is available in a box
of 30 tablets.

Marketing Authorisation Holder

Product Licence held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma.com

Manufacturing company

B

EBeit Jala Pharmaceutical Co.
81, Al-Madaress Str.
P.O.Box 58
Beit Jala —Palestine
http://www.beitjalapharma.com

This leaflet was last revised in June 2019, version number 1401290-0.
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