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Attached herewith is the latest safety update on Levonorgestrel-Releasing Intrauterine
System(Mirena") 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

®  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 page 85008068.

Thanking you in advance for your attention!
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Bayer Inc., in collaboration with Health Canada, would like to remind health professionals of

important safety information regarding reports of uterine perforation in women treated with

Levonorgestrel-Releasing Intrauterine S}fstcm(Mirenux), Uterine perforation is a rare, but serious

complication associated with intrauterine contraceptive devices, and occurs at a rate between 1/1,000

and 1/10,000 insertions. In order to minimize the risk of complications associated with the use of

Mirena®, physicians and other health professionals are encouraged to:

® Ensure they are familiar with and/or trained on the correct insertion technique for Mirena®, and
carcfully review the insertion instructions included in the labelling.

® (Consider performing ultrasound or X-ray imaging in case of a difficult insertion, if patients
complain of pain, or if there is suspicion that the system may not be correctly positioned.

® Follow up patients 4 to 12 weeks after insertion, and once a year thereafter of more frequently, as
required.

® [nform patients before the procedure about the risk of uterine perforation, especially in the post-
partum period and during lactation, and educate them on possible signs of this complication,
including severe low abdominal pain, which may be associated with bleeding.

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)
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