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Attached herewith is the latest safety update on olmesartan for your reference. If physicians,
pharmacists or other healtheare 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 - htp/fwww.ssm.gov.mo/design/webservices/c wservices _main.htm

& Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza, 2™ Floor, Macao 5.AR., China

®  [Faxio - 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 8398-3517 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 [or your attention!
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United States Food and Drug Administration(USFDA) is evaluating data from two clinical
trials(tROADMAP and ORIENT) in which patients with type 2 diabetes taking the blood pressure
_ medication, olmesartan had a higher rate of death from a cardiovascular cause compared to patients

taking a placebo. Therefore, USFDA offers the following information for the physicians, pharmacists

and other healthcare professionals:

® Until now, it has not been concluded that olmesartan increases the risk of death.

® i is believed the benefits of olmesartan in patients with high blood pressure continue to outweigh
the potential risks.

® Other controlled clinical trials evaluating olmesartan and other angiotensin Il receptor blockers
have not suggested an increased risk of cardiovascular-related death.

®  Physicians should follow the recommendations in the drug label when prescribing olmesartan.

Division of Pharmacovigilance
and Pharmacoeconomics(DFI)
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