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,\eq qu"n quan lf duoc vi thuc phdm My (FDA) di th6ng b6o
trdn nhin cfia c5c thu6c tr6nh thai ding dudng u6ng c6

sau khi hoin thdnh viQc xem x6t lai c6c nghi€n crfu
ddn nguy co huydt khdi & nhiing @nh nhAn srl dung thudc

Kinh gui: Cic c6ng ty dang kf, san xudt thudc luu hinh t4i Vi€t Nam.

Ngny 03/52012, HOi ddng x6t duydr thu6c BO Y td d6 hop x6t duyet dot 135 -
ddi v6i thu0c trong nudc. Tai budi hop niy, H6i d6ng x6t duy€t thudc d6 thio luAn
c6c thOng tin li€n quan ddn tinh an toi.n cfia mQt sd thu6c trong d6 c6 c6c thudc
chfa thinh phdn drosperinone vd thueic chrla thinh phdn finasteride. Cu thd nhu sau:

o C6c thudc trdnh thai dtng duong udng chua thinh phdn drosperinone:

tr6nhthai dudng udng chrla thinh phdn drospirenone. FDA kdt luAn c6c thudc niy
c6 thd liOn quan ddn nguy co huydt ktr6i cao hon so v6i c6c thudc tr6nh thai duong
u6ng chrla c6c progestin kh6c.

r Cic thudc chrla thinh phdn finasteride:

Ngiry lu4l20l2, Co quan quan lf duo.c vh thuc phdm My (FDA) th6ng b6o
nh0ng thay ddi tren nhin cfia c6c thudc Propecia (chr1a finasteride I mg) vi proscar
(chrla finasteride 5 mg). Proscar vi Propecia ddu chrla hoat chdt finasteride thu0c
nh6m fc chdenzym 5 alpha-reductase. Finasteride him luong 5 mg (Proscar) duo.c
chi dinh dd dieu tri c6c tri€u chfrrg kh6 chiu 0 nam gi6i bf phi dai ldnh tffi tuydn
ti€n li0t (BPH) vn lim giAm nguy co bi tidu hoac phiu thuAt lien quan ddn BpH,
Finasteride hdm luong 1 mg (Propecia) chi duo.c sir dung cho nam gidi vdi chi dinh
didu tri h6i ddu. NhEng thay ddi tren nh6n niy ddu ti€n quan ddn cinh b6o vd nguy
co khi srl dung thudc.

Thudc tr6nh thai ding duong uong chfa thinh phdn drosperinone vi thudc
chrla thinh phdn finasteride hi€n dd duo. c cdp s6 deng kf tai Vi0t Nam.

Cin cf kdt luan cria H6i ddng x6t duy€t rhu6c B0 Y td, dd dem b6o st dung
thudc hgp lf, an toin, hiQu qui d6i vdi thu6c tr6nh thai dr)ng ducrng udng chrla thdnh
phdn drosperinone va thu6c chrla thinh phdn finasteride, Cgc Quan U Duo. c y€u cdu:

1. Ddi v6r cdc thu6c d6 duo. c cdp ph6p luu hdnh tr0n thi trudng:
a. Trong vdng 03 thdng kd tirngdy kf c6ng vin niy, y€u cdu c6ng ty dang kf,

nhi san xudt thuc hi0n nOi dung sau:
- Ddi vdi thu6c tn{nh thai ding dudng u6ng chrla thinh phdn drosperinone: CAp

nhAt thOng tn "Tdng nguy co huydt khdi 0 phu nt" vdo muc t6c dung kh6ng mong
mu6n cira td hu6ng dAn sir dung thudc vi td thOng tin cho b€nh nhin.



- DOi vdi thuOc chfa thenh phdn finasteride: Cflp nhflt th6ngtrn "Rdi logn tinh
dyc, rdi loan xudt tinh, rdi logn khodi cdm tinfi duc c6 thd kio ddi sau khi dd
ngilng st dqtng thudc" vio mgc t6c dgng kh6ng mong mu6n cfia td huong d6n st
dqng thu6c.

b. Fnnh thtlc c6p nhflt th6ng tin: Theo huong dAn ctra phq lgc II - Th6ng tu sd

22n009ff1-BYT ngay 24fi1f2009 ctra B0 Y td quy dfnh viQc dang kf thu6c.

2. D6i vor cdc hd so dang kf thuOc dang chd x6t duyQt, Cgc Quin lf Dugc chi
xem x6t cdp sd dlng k1i sau khi cOng ty nQp tii li6u bd sung/srla ddi mqc tAc dgng
khOng mong muOn theo khuydn c6o trong cOng van niy (vdo cdc phdn cd liAn quan

cfia hd so) vdduo.c thdm dinh d4t y€u cdu.

CUc Quan li Duo. c thOng b6o dd cdc don vi bidt vh thuc hiQn./.
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