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! eMC PIL (ARICEPT EVESS (donepezil hydrochloride) belongs to a group of medicines called acetylcholinesterase inhibitors.)
> eMC SPC (ARICEPT EVESS tablets are indicated for the symptomatic treatment of mild to moderately severe Alzheimer's dementia.)
>eMCPIL (It is used to treat the symptoms of dementia in people diagnosed as havmg mild and moderately severe Alzheimer’ s dlsease )

mﬂmimﬂummmm‘um"lmuaummﬂaa atfume Ine @evald 1 lunissnennnag “aneadananisadaloues (Alzheimer’s dementia) Fausiszeir Buusn srezalunans uazszey TUUIY nmzaveudeuanlsanasaidonaued

(Vascular dementia))

> eMC PIL (Do not take ARICEPT EVESS if you are allergic to donepezil hydrochloride, or to piperidine derivatives, or any of the other ingredients of this medicine)

® eMC SPC (Contraindications Hypersensitivity to donepezil hydrochloride, piperidine derivatives, or to any of the excipients listed in section 6.1)

" AHFS (Donepezil should not be used in patients with known hypersensitivity to the drug or to piperidine derivatives.)

® Uptodate (WARNING/CAUTION: Heartburn)

? Uptodate (WARNING/CAUTION: Throwing up blood or throw up that looks like coffee grounds, Black, tarry, or bloody stools)

% eMC PIL (Warnings and precautions: seizures (fits) or convulsions)

" eMC SPC (Special warnings and precautions for use: Neurological Conditions: Seizures: Cholinomimetics are believed to have some potential to cause generalised convulsions. However, seizure activity
may also be a manifestation of Alzheimer's disease.)

2 Uptodate (WARNING/CAUTION: Seizures.)

B eMCPIL (Warnings and precautions: a heart condition (irregular or very slow heart beat))

% eMC SPC (Special warnings and precautions for use: Cardiovascular Conditions: Because of their pharmacological action, cholinesterase inhibitors may have vagotonic effects on heart rate (e.g.
bradycardia). The potential for this action may be particularly important to patients with "sick sinus syndrome" or other supraventricular cardiac conduction conditions, such as sinoatrial or atrioventricular
block. There have been reports of syncope and seizures. In investigating such patients the possibility of heart block or long sinusal pauses should be considered.)

© Uptodate (WARNING/CAUTION: Slow heartbeat, A heartbeat that does not feel normal)

*eMCPIL (Warnings and precautions: asthma or other long term lung disease)

Y eMC SPC (Special warnings and precautions for use: Neurological Conditions: Seizures: Cholinomimetics are believed to have some potential to cause generalised convulsions. However, seizure activity
may also be a manifestation of Alzheimer's disease.)

¥ eMCPIL (Warnings and precautions: liver problems or hepatitis)

¥ eMC SPC (Special warnings and precautions for use: Severe Hepatic Impairment: There are no data for patients with severe hepatic impairment)

eMC PIL (Warnings and precautions: difficulty passing urine or mild kidney disease)

*! Uptodate (WARNING/CAUTION: Trouble passing urine)

2 Drug information handbook 2011 (Pregnancy category C)

2 eMC PIL (Pregnancy, breast-feeding and fertility: If you are pregnant or breast-feeding, think you may be pregnant, or are planning to have a baby, ask your doctor or pharmacist for advice before taking
any medicine. ARICEPT EVESS should not be used while breastfeeding.)

" eMC SPC (ARICEPT EVESS is not recommended for use in children and adolescents below 18 years of age.)

> eMC PIL (ARICEPT EVESS is not recommended for use in children and adolescents (younger than 18 years of age))

2 Drug information handbook 2011 (Drug interaction: Increased effect/toxicity Donepezil may increased the levels/effects of : Antipsychotics; Beta-blockers; Cholinergic agonists; Succinylcholine The
levels;effects of Donepezil may be increased by: Corticosteroids (Systeminc); Ginggo Biloba. Decreased effect: Donepezil may decrease the levels/effects of: Anticholinergics; Neuromuscular-Blocking
Agents (Nondepolarizing) The levels/effects of Donepezil may be decreased by: Anticholinergics; Peginterferon Alfa-2b.)

>’ eMCPIL (Other medicines and ARICEPT EVESS: Tell your doctor or pharmacist if you are taking, have recently taken or might take any other medicine. This includes medicines that your doctor has not
prescribed for you but which you have bought yourself from a chemist/pharmacist. It also applies to medicines you may take sometime in the future if you continue to take ARICEPT EVESS. This is because
these medicines may weaken or strengthen the effects of ARICEPT EVESS. In particular it is important to tell your doctor if you are taking any of the following types of medicines:

o other Alzheimer’s disease medicines, e.g. galantamine e pain killers or treatment for arthritis e.g. aspirin, non-steroidal anti-inflammatory (NSAID) drugs such as ibuprofen, or diclofenac sodium

e anticholinergics medicines, e.g. tolterodine e antibiotics e.g. erythromycin, rifampicin e anti-fungal medicine e.g. ketoconazole e anti-depressants e.g. fluoxetine e anticonvulsants e.g. phenytoin,
carbamazepine e medication for a heart condition e.g. quinidine, beta-blockers (propanolol and atenolol) e muscle relaxants e.g. diazepam, succinylcholine e general anaesthetic ® medicines obtained

without a prescription e.g. herbal remedies)
1.3.1.3.1 Donepezil_PIL Pg. 2

20



2 Drug fact and comparison 2012 i 1681 (drug interaction: Succinylcholine, carbamazepine, dexamethasone, phenytoin, rifampin.)

% eMC PIL (How much ARICEPT EVESS should you take?: Always take this medicine exactly as your doctor or pharmacist has told you. Check with your doctor or pharmacist if you are not sure. Initially, the

recommended dose is 5 mg (one white tablet) every night before you go to bed. After one month, your doctor may tell you to take 10 mg (one yellow tablet) every night before you go to bed. The tablet
strength you will take may change depending on the length of time you have been taking the medicine and on what your doctor recommends. The maximum recommended dose is 10 mg each night.
Always follow your doctor’s, or pharmacist’s advice about how and when to take your medicine. Do not alter the dose yourself without your doctor’s advice.)

% eMC SPC (Posology and method of administration: Treatment is initiated at 5 mg/day (onceaday dosing). The 5 mg/day dose should be maintained for at least one month in order to allow the earliest
clinical responses to treatment to be assessed and to allow steadystate concentrations of donepezil hydrochloride to be achieved.)

' eMC SPC (Posology and method of administration: Treatment is initiated at 5 mg/day (onceaday dosing). The 5 mg/day dose should be maintained for at least one month in order to allow the earliest
clinical responses to treatment to be assessed and to allow steadystate concentrations of donepezil hydrochloride to be achieved.)

2 eMC SPC (Posology and method of administration: Following a one month clinical assessment of treatment at 5 mg/day, the dose of ARICEPT EVESS can be increased to 10 mg/day (once a day dosing).
The maximum recommended daily dose is 10 mg. Doses greater than 10 mg/day have not been studied in clinical trials.)

¥ eMCPIL (How to take your medicine: The tablet should be placed on your tongue and allowed to disintegrate before swallowing, with or without water, according to your preference.)

eMC PIL (If you forget to take ARICEPT EVESS : If you forget to take your medicine, take the next dose at the usual time. Do not take a double dose to make up for a forgotten tablet)

eMC PIL (If you forget to take ARICEPT EVESS : If you forget to take your medicine for more than one week, call your doctor before taking any more medicine.)

eMC PIL (If you take more ARICEPT EVESS than you should: Contact your doctor or the nearest hospital emergency department immediately if you take more of the medicine than you should. Take this
leaflet and any remaining tablets with you. Overdose symptoms may include feeling and being sick, drooling, sweating, slow heart rate, low blood pressure (light-headedness or dizziness when standing),
breathing problems, losing consciousness and seizures (fits) or convulsions.)

7 eMC PIL (ARICEPT EVESS should not be taken with alcohol because alcohol may change its effect.)

** eMC PIL (Driving and using machines: Alzheimer’s disease may impair your ability to drive or operate machinery and you must not perform these activities unless your doctor tells you that it is safe to do
so. Also, your medicine can cause tiredness, dizziness and muscle cramp. If you experience any of these effects you must not drive or operate machinery)

** eMC PIL (For how long should you take ARICEPT EVESS?: Your doctor or pharmacist will advise you on how long you should continue to take your tablets.)

*2 eMC PIL (For how long should you take ARICEPT EVESS?: You will need to see your doctor from time to time to review your treatment and assess your symptoms.)

" eMC PIL (The following side effects have been reported by people taking ARICEPT EVESS. Tell your doctor if you have any of these effects while you are taking ARICEPT EVESS.

Serious side effects: You must tell your doctor immediately if you notice these serious side effects mentioned. You may need urgent medical treatment.

e liver damage e.g. hepatitis. The symptoms of hepatitis are feeling or being sick, loss of appetite, feeling generally unwell, fever, itching, yellowing of the skin and eyes, and dark coloured urine (may affect
up to 1in 1,000 people)

e stomach or duodenal ulcers. The symptoms of ulcers are stomach pain and discomfort (indigestion) felt between the navel and the breast bone (may affect up to 1 in 100 people)

e bleeding in the stomach or intestines. This may cause you to pass black tar like stools or visible blood from the rectum (may affect up to 1 in 100 people) .

o seizures (fits) or convulsions (may affect up to 1 in 100 people)

o fever with muscle stiffness, sweating or a lowered level of consciousness (a disorder called "Neuroleptic Malignant Syndrome") (may affect up to 1 in 10,000 people)

e Muscle weakness, tenderness or pain and particularly, if at the same time, you feel unwell, have a high temperature or have dark urine. They may be caused by an abnormal muscle breakdown which can
be life threatening and lead to kidney problems (a condition called rhabdomyolysis) (may affect up to 1 in 10,000 people))

2 eMCPIL (The following side effects have been reported by people taking ARICEPT EVESS. Tell your doctor if you have any of these effects while you are taking ARICEPT EVESS.

Serious side effects: You must tell your doctor immediately if you notice these serious side effects mentioned. You may need urgent medical treatment.

e liver damage e.g. hepatitis. The symptoms of hepatitis are feeling or being sick, loss of appetite, feeling generally unwell, fever, itching, yellowing of the skin and eyes, and dark coloured urine (may affect
up to 1in 1,000 people)

e stomach or duodenal ulcers. The symptoms of ulcers are stomach pain and discomfort (indigestion) felt between the navel and the breast bone (may affect up to 1 in 100 people)

e bleeding in the stomach or intestines. This may cause you to pass black tar like stools or visible blood from the rectum (may affect up to 1 in 100 people).

e seizures (fits) or convulsions (may affect up to 1 in 100 people)

o fever with muscle stiffness, sweating or a lowered level of consciousness (a disorder called "Neuroleptic Malignant Syndrome") (may affect up to 1 in 10,000 people)

e Muscle weakness, tenderness or pain and particularly, if at the same time, you feel unwell, have a high temperature or have dark urine. They may be caused by an abnormal muscle breakdown which can
be life threatening and lead to kidney problems (a condition called rhabdomyolysis) (may affect up to 1 in 10,000 people))

** eMC PIL (The following side effects have been reported by people taking ARICEPT EVESS. Tell your doctor if you have any of these effects while you are taking ARICEPT EVESS.
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Serious side effects: You must tell your doctor immediately if you notice these serious side effects mentioned. You may need urgent medical treatment.

e liver damage e.g. hepatitis. The symptoms of hepatitis are feeling or being sick, loss of appetite, feeling generally unwell, fever, itching, yellowing of the skin and eyes, and dark coloured urine (may affect
up to 1in 1,000 people)

e stomach or duodenal ulcers. The symptoms of ulcers are stomach pain and discomfort (indigestion) felt between the navel and the breast bone (may affect up to 1 in 100 people)

e bleeding in the stomach or intestines. This may cause you to pass black tar like stools or visible blood from the rectum (may affect up to 1 in 100 people) .

e seizures (fits) or convulsions (may affect up to 1 in 100 people)

o fever with muscle stiffness, sweating or a lowered level of consciousness (a disorder called "Neuroleptic Malignant Syndrome") (may affect up to 1 in 10,000 people)

e Muscle weakness, tenderness or pain and particularly, if at the same time, you feel unwell, have a high temperature or have dark urine. They may be caused by an abnormal muscle breakdown which can
be life threatening and lead to kidney problems (a condition called rhabdomyolysis) (may affect up to 1 in 10,000 people))

* eMC PIL (Very common side effects (may affect more than 1 in 10 people): e diarrhoea e feeling sick ¢ headache

Common side effects (may affect up to 1 in 10 people): ® muscle cramp e tiredness e difficulty in sleeping (insomnia) e the common cold e loss of appetite e hallucinations (seeing or hearing things that are
not really there) e unusual dreams including nightmares e agitation e aggressive behaviour e fainting e dizziness ® stomach feeling uncomfortable e rash e itching e passing urine uncontrollably e pain
accidents (patients may be more prone to falls and accidental injury))

* eMC PIL (Very common side effects (may affect more than 1 in 10 people): e diarrhoea e feeling sick e headache

Common side effects (may affect up to 1 in 10 people): ® muscle cramp e tiredness e difficulty in sleeping (insomnia) e the common cold e loss of appetite e hallucinations (seeing or hearing things that are
not really there) e unusual dreams including nightmares e agitation e aggressive behaviour e fainting e dizziness e stomach feeling uncomfortable e rash e itching e passing urine uncontrollably e pain e
accidents (patients may be more prone to falls and accidental injury))

* eMC PIL (Very common side effects (may affect more than 1 in 10 people): e diarrhoea e feeling sick e headache

Common side effects (may affect up to 1 in 10 people): e muscle cramp e tiredness e difficulty in sleeping (insomnia) e the common cold e loss of appetite e hallucinations (seeing or hearing things that are
not really there) ® unusual dreams including nightmares e agitation e aggressive behaviour e fainting e dizziness e stomach feeling uncomfortable e rash e itching e passing urine uncontrollably e pain e
accidents (patients may be more prone to falls and accidental injury))

*” eMC PIL (Very common side effects (may affect more than 1 in 10 people): o diarrhoea e feeling sick ® headache

Common side effects (may affect up to 1 in 10 people): e muscle cramp e tiredness e difficulty in sleeping (insomnia) e the common cold e loss of appetite e hallucinations (seeing or hearing things that are
not really there) e unusual dreams including nightmares e agitation e aggressive behaviour e fainting e dizziness e stomach feeling uncomfortable e rash e itching e passing urine uncontrollably e pain e
accidents (patients may be more prone to falls and accidental injury))
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