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Attached herewith are the latest safety updates on tamoxifen and Spiriva® Respimat(tiotropium) 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

o 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!

RUVELGERER
Acting Chief, Department of Pharmaceutical Affairs

. \}M
N

it A 064 Ng Kuok Leong a4 smasene 1999 4 12 5
SS-Mod. 064 Formato A4 Imp. Dez. 1999



HERE

&

B MR R T OB&E B
Governo da Regido Administrativa Especial de Macau
# % =]
Servigos de Satde
FRE ¢ B tamoxifen 5z Spiriva® Respimat(tiotropium)Z 2 MR B ET & A

Subject : Latest safety updates on tamoxifen and Spiriva® Respimat(tiotropium)

® {HHCYP2D6HELIE ¥ IR F tamoxifeniis AU E

Tamoxifen/Z— S 2 43 Z R ETFI(SERM), HIEAR M EERB G RMEE R 251
(EARHTEEAR BRI B . BEEE A1, TESHCYP2D6 L TR TH—IE7E
{H F SSRIZE{THNEE ZE FItamoxi fenH i 2 HHtET THY A ERFAH AR FT(cohort study)FaiH!, FLERRITEC
R 2 {3 H paroxetine(—58 X C YP2D6HTIHI ) Y I R SE R 3@ I, (EG 2 A/ H A SSRIs a8 2R
FEEITER . B LA e AsE RR A ERE, 2RBE4 M HMmAEEEAL, HREA
tamoxifenfty L5 A, HERE F] g H A HIHICYP2DoHIZEY) .

®  Spiriva® Respimatfy i 2 HE&EA

UTHA I Ze 4 VERR AL S fa H, FHETHANR A Ze I S% A R F Spiriva” Respimat(tiotropium)
1S PEPHZEVERTCR(COPDYR A, EAIhEE, RmERDIETEE BAVAYEE, A0, FrA R
RIHIFEL # @Nw%mmwMM@MThJ#ﬁﬁu@fTﬁWJ\Ttﬁ%%%@MﬁWﬁE
AL A B ERETE L. SRR EERTEN R, FRERHERREE
. HAl, EEEOaEa OERERNE A, FEZEE( FSpiriva® Respimat, IEELT AR A
B EHEE.

SR N R

® Effect of tamoxifen in patients treated with potent CYP2D6 inhibitors

Tamoxifen is a selective estrogen-receptor modulator(SERM) indicated for palliative and adjuvant
treatment of estrogen-receptor-positive breast cancer in premenopausal and postmenopausal women.
Tamoxifen is a prodrug, and the formation of the active metabolite is mediated by the CYP2D6
enzyme. A population-based cohort study on SSRI antidepressants and breast-cancer mortality in
women receiving tamoxifen found that the risk of death from breast cancer increased with the length of
concomitant treatment with paroxetine—a potent inhibitor of CYP2D6, but not with other SSRIs.
Given the strong mechanistic model and overall weight of evidence it is recommended that
concomitant use of drugs that inhibit' the CYP2D6 enzyme should be avoided whenever possible in
patients treated with tamoxifen for breast cancer.

®  Latest safety update on Spiriva® Respimat
A recently completed safety study that compared Spiriva® Respimat(tiotropium) with placebo in
patients with COPD found that lung function, COPD exacerbations, and quality of life were improved
by Respimat, but a numerical increase was seen in all-cause mortality compared with placebo, a
significant excess in mortality was observed in patients with known cardiac rhythm disorders.
However, pooled analyses found that the result is not statistically significant. The underlying reason is
unclear, and may be a chance finding. Presently, it is recommended that Spiriva® Respimat should be
used with caution in patients with known cardiac rhythm disorders, and the recommended once-daily
dose on the package insert should not be exceeded.
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