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Attached herewith are three latest updates on safety of varenicline (Champix®), medication errors
between risperidone (Risperdal®) and ropinirole (Requip®) and paracetamol dosing for children. If any
kind of adverse reaction is suspected subsequent to the use of the above or any other medication,
please report through any of the following methods :

®  Online - http://www.ssm.gov.mo/design/webservices/c_wservices_main.htm

® Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza, 2™ Floor, Macao S.A.R., China

® Faxto - 853-28524016

The report form can be collected in person at Department of Pharmaceutical Affairs or downloaded
from the website designated as http://www.ssm.gov.mo/design/services/serpt_chn.pdf. Should you
have any query, please contact Ms. Beatrice Young or Mr. Jeffrey Lam at 8598-3517 or 8598-3439
respectively from the Division of Pharmacovigilance and Pharmacoeconomics during office hours. In
case of urgent situations during off hours, please call 63009255.

Thanking you in advance for your attention! B
. Y HEEREE |
— Acting Chief of Department of Pharmaceutical Affairs
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Subject : Latest updates on safety of varenicline (Champix®), medication errors between risperidone
(Risperdal®) and ropinirole (Requip®) and paracetamol dosing for children
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Varenicline (Champix®) and cardiovascular adverse events

A randomized, double-blind clinical trial of 700 smokers with cardiovascular disease who were treated

with varenicline (Champix®) or placebo indicated while cardiovascular adverse events were infrequent

overall, certain events, including heart atiack, were reported more frequently in patients treated with

Champix® than in patients treated with placebo. Owing to the trial was not designed to have statistical

power to detect differences between the arms on the safety endpoints, the United States Food and Drug

Administration (USFDA) is continuing to evaluate the cardiovascular safety of Champix®. In light of the

above, Division of Pharmacovigilance and Pharmacoeconomics reminds physicians, pharmacists and other

health professionals:

1. smoking is an independent and major risk factor for cardiovascular disease, and Champix® is effective
in helping patients quit smoking.

2. be aware that a small of certain cardiovascular adverse events was reported in patients with
cardiovascular disease receiving Champix®. The events included angina pectoris, nonfatal myocardial
infarction and peripheral vascular disease.

3. weigh the known benefits of Champix® against the potential risks deciding to use the drug in smokers
with cardiovascular disease.

4. counsel patients to seek medical attention if they experience new or worsening symptoms of
cardiovascular disease while taking Champix® such as shortness of breath or trouble breathing, chest
pain or pain in legs when walking.

Risperidone (Risperdal®) and ropinirole (Requip®): Medication errors due to name confusion
Risperidone (Risperdal®) is an antipsychotic medication used to treat mental illnesses including
schizophrenia, bipolar disorder, and irritability associated with autistic disorder. Ropinirole (Requip®) is a
dopamine agonist used in the treatment of Parkinson’s disease and Restless Legs Syndrome. The United
States Food and Drug Administration (USFDA) is alerting the public to medication error reports in which
patients were given Risperdal® instead of Requip® and vice versa. In some cases, patients who took the
wrong medication needed to be hospitalized. The causes of confusion between this two drugs are multi-
factorial in nature including:
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similarities of both the brand and generic names.

similarities of the container labels and carton packaging.
illegible handwriting on prescriptions.
overlapping product characteristics, such as the drug strengths, dosage forms, and dosing intervals.

Thcrefore Division of Pharmacovigilance and Pharmacoeconomics recommends physicians, pharmacists
and other health professionals:

1. be sure to clearly print the drug name on written prescriptions.

2. counsel patients about their prescribed medication, making sure the patient understands its purpose.
Including the medical reason for the medication on the prescription may help ensure the patient gets
the correct medication.

3. pharmacists are advised to physically separate the stocks of these two drugs on the shelf or wherever

they are stored.

4. pharmacists are advised to confirm the drug name with prescribers if the prescription is not legible or
the drug name is not clearly stated.

Paracetamol: More exact paracetamol dosing for children to be introduced
British’s Medicines and Healthcare products Regulatory Agency (MHRA) recently recommended an

updated dosing for children’s liquid medicines containing paracetamol.

The updated dosing will have a

larger number of narrower age bands and will define a single dose per age band listed below:

current recommended
=t strength

age dose age dose
120mg/5mL 3 months to under 1lyear 2.5mL 3-6 months 2.5mL

1 year to under 6 years 5to 10 mL 6-24 months SmL
2-4 years 7.5mL
4-6 years 10mL

240 or 250 mg/5mL; 6-12 years 5to 10 mL 6-8 years SmL
8-10 years 7.5mL
10-12 years 10mL

The recommendation is to ensure children get the most optimal dose of paracetamol suitable for their age
not because of safety concerns the dosage currently applied. Doctors can still prescribe paracetamol
following the current dosing and should follow the advice on the packaging, making sure not to exceed the
recommended daily maximum dose.

Zfl/References and websites :
h/t /fwww fda. gov/Drugs/DrugSafety/ucm259161 htm

http -//www.fda.gov/Dru s/Dru
http://www.mhra.gov. uk%
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