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Attached herewith is a safety update on topical ketoprofen. 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

® 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 page 85008068.

Thanking you in advance for your attention!
EYBHENER

Acting Chief, Department of Pharmaceutical Affairs

- R,

. Ng Kuok Leong
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The European Medicines Agency(EMA) notified healthcare professionals about her concluded
announcement over the adverse risks of skin photosensitivity reactions associated with local uses of
topical ketoprofen, an non-steroidal anti-inflammatory drug(NSAID) indicated to relief acute,
localized, pain or inflammation due to minor traumas, tendonitis, small-joint osteoarthritis, phlebitis
and at the lower-back. Accordingly, EMA described that the risk of serious photoallergic reaction was
very low and that this risk could be minimized by harmonized risk-minimization measures. Despite of
the benefit of using topical ketoprofen still outweigh the above risks, EMA recommended the
following to physicians, pharmacists and other healthcare professionals:

®  be aware of the risk of photoallergy with topical ketoprofen;

® tell their patients how to use topical ketoprofen appropriately;

®  cnsure that their patients are aware of the following instruction:

1) make sure that the treated areas are protected from sunlight during the whole period of
ketoprofen treatment and the two weeks after stopping the treatment;
ii) wash their hands carefully after each application of ketoprofen;

iii)  discontinue treatment immediately if they develop any skin reaction after application of
these medicines, and seek their doctor’s advice.

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)

22248l /Reference and website :

http://www.ema.europa.eu/ema/index.j sp?cur]=pages/medicines/human/referrals/Ketdprofen_topical
/human_referral _000238.jsp&murl=menus/regulations/regulations.jsp&mid=WC0b01ac0580024¢e9
9&jsenabled=true
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