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Attached herewith is the latest safety update on quinine for your reference. If physicians, pharmacists
or other healthcare professionals suspect any kind of adverse reaction 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

& Mailto- 51 Avenida do Sidonio Pais, Edificio China Plaza, 2" Floor, Macao S.A.R., China

L Faxto - B853-28524016

The report form can be collected in person at DLpartant 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 page 85008068.

Thanking you in advance for your attention!
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Chief, Department of Pharmaceutical Affairs
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Due 1o continued reports of serious side effects in patients using quinine "off-label" for night time leg
cramps, the U.S. Food and Drug Administration (USFDA) warned against the use of this drug for such
unapproved uses. Quinine is ONLY approved for the treatment of uncomplicated malaria caused by
the parasite Plasmodium falciparum, a rarc infection primarily in travelers returning from malaria-
endemic areas, Quinine should not be used for night time leg cramps.
Quinine use may result in senious and life-threatening blood-related (hematological) reactions,
including serious bleeding due to thrombocytopenia, and a condition known as hemolytic-uremic
syndrome/ thrombotic thrombocytopenic purpura which in some cases may result in permanent kidney
damage. In some patients, adverse reactions result in hospitalization and death. The absence of
evidence of its effectiveness for treatment or prevention of nocturnal leg cramps outweigh any
potential benefits.
Information for Healtheare Professionals
® Quimine 15 only approved for the treatment of uncomplicated malaria caused by the parasite
Plasmodium falciparum.
®  Quinine is NOT approved for the treatment or prevention of night time leg cramps. Prescribing
Quinine for this condition exposes patients to risk for sericus adverse events.
® Discuss with patients the warning signs of thrombocytopenia such as easy bruising, severe nose
bleeds, blood in the urine or stool, bleeding gums, and the appearance of unusual purple, brown,
or red spots on the skin.
Division of Pharmacovigilance
and Pharmacoeconomics(DFF)
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