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hdnh, stl dung thudc cd chta hoqt
chdt sibutramine

Kinh gui :

- Sd Y td c6c tinh, thanh ph6 truc thu6c TW;
- Cdc b€nh vi€n, Vi€n c6 gucrng @nh truc thudc BO Y tg
- Cdc cOng ty dang kj, sAn xudt thu6c luu hanh tai Vi€t Nam.

Trdn co so khuy6n c6o cta Co quan Duoc phAm ChAu du (EMEA), Co
quan qudn lf thu6c vi thgc ph6m M! @DA) vA cta co quan quan ly du_o.c mQt
s6 nu6c tren the gioi v€ kh6 ndng ldm tdng c6c nguy co tim mach dAc biQt d
nhirng bQnh nhAn c6 tiAn sri tim mach Aiii voi thu6c c6 chria hoat ch6t
sibutramine ,

Cdn cri ktit luin cria H6i diing x6t duy€t thuiSc-BQ y t6 d6i vcri thu6c c6
chria ho4t ch6t Sibutramine,

DC dam bio sri dung thu5c an todn, ho-? ly, Cr,rc Quan lf dugc th6ng b6o
nhu sau:

.1. Ngung.c6p gi6y ph6p nhfp khAu aOi vOi nguydn tiQu Sibutramine vd
thu6c thanh phim chria Sibutramine.

OOi voi s6 nguy6n liQu Sibutrarnine hiQn dang cdn t6n kho trong nu6c:
c6c dcrn vf chi dugc sri dqng d€ san xudt c6c thu5c chta Sibutramine dang cdn
hi6u luc sO aang ry.

? Ngungii6p nhan h6 so d.ang hj vd kh6ng c6p s5 aang k1i l6n dAu, dang
h.f lai d6i voi thu6c chria ho4t chdt Sibutramine.

3. Cic thudc thanh phAm chfa Sibutramine dugc siur xu6t laOi vcri thu6c
trong nu6c) ho4c d6 nhSp knAu 1Ai5l vol thu6c nu6c ngoiri) trong thoi gian cdn
hieu lUc cta s6 deng kf dugc ph6p luu hdnh diln hiit han Atrng cria Au5c.

4. C6c donvi c6 thut5c luu hdnh chfra Sibutamine c6 n6ch nhiQm b.i sung
th6ng tin vC thuiic-ke don, chdng chi dinh vd luu f aiSi vOi benh nhdn c6 tiAn su
b6nh tim m4ch tr6n nh6n vd td huong din sri dung thuiic, cg th6 nhu sau:

- 86 sung c6c chi5ng chi dinh: Ti6n sri bQnh dQng mpch vanh, ti6n sri dQt
quy ho{c 96 con thi6u m6u n6o tho6ng qua, ti6n sri loqn nhip, ti6n sir suy tim
sung huyiSt, ti6n sri b6nh tic tl6ng mjch ngo4i vi, ting huy6t 6p kh6ng duo. c
ki6m sorit.

- Khuyi5n c6o cho benh nhan dang sri dUng thu6c c6 chira Sibutramine:
bQnh ntrAn cAn dugc ki6m so6t huy6t 6pthuong xuyOn vh thdng b6o cho b6c si
diAu tri d6 c6 nhimg di€u chinh thich hg,p; D5i ,Ol benh nhan d6 sir ct.;ng
Sibut'amine tu 3 tdi 6 th6ng mi v6n 1'&6ng gidm dugc 5%o cdn n{ng thi ndn dirng
thu6c.

5. Cric c6ng ty dane ky, sAn xu6t thu5c, c6c co s0 kh6m chta bQnh cdn tdng



culng theo d6i, ph6thiQn vdr xu tri truong hap lay ra ph6n fng 90 hpi ctia thu6c

chta Sibutramine (ntiu c6). Gui b6o c6o ADR vC Trung t0m Qu6c gia vA Th6ng
tin thu6c vi- theo ddi phin irng c6 h4i cta thu6c (13-15 Le Thanh Tdng - He

n0i).
6. De nghi c6c Sd Y tC tO chirc thanh, ki6m tra viQc thUc thi cria c5c dq! ri,

c6 nh6n trong dia ban 1i0n quan c6c quy dfnh tr6n ctia co quan quan lli dC bno

d6m an toin cho ngu&i su dqng.
Cuc Quan ty Ouoc thon! b6o dd c6c don vi bidt vd thgc hign ./.

'Noi nhdnz
- Nhu tron;
- TS. Nguy6n Qudc TriQu - BT (dd b/c);
- TS. Cao Minh Quang-lT (dd b/c);
- Crlc QLKCB, Thanh tra BYT (dd phdi hqp);
- Tdng C6ng ty Dugc Vi0J Nam;
- Cuc QuAn Y- B0 Qudc Phbng; Qc Y td- BQ

COng an; Qc Y td Giao thOng v0n tii;
- G{c chuy€n gia thdm dinh hd so dang,kf thu6c;
- VP Cuc, P. QLKD, P. TIQC thu6c vd m!
phAm(dd phdi hqp);
- Van phbng (dd dua lon Website);
- Luu: VT, DKT (IO.
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