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V/v cip nhl{ thong'tiri vd ch6ng chi
dinh vir cinh brio khi st dqng thu&

cQNG HOA xA HQr cH0 NGHIA vrEr NAM
DQc l4p - Tu do - H4nh phfc

Hd Ndi, neay/5 tnans / ndm 20t2

d6 hoin

Kinh gui:
' - Les Laboratoires Servier (dlc: 2A Nguydn Dinh Chidu, Qudn

Hai BdTrung, Hd NQi);
Cic,cOng ty dang kf, san xudt thudc luu hdnh tai Vi€t Nam.

Ngdy I i ddng c6c chd phdm thudc srl dgng cho ngudi cria EMA
x6t lqi c6c thu6c c6 chrla ho4t chdt Strontium ranelate

(Protelos vi Servier). HOi ddng d6 kdt lu{n c6c thutic ndy v6n li thu6c
quan trgng didu.tri cho phrl nii bi lodng xuong, tuy nhiOn, cdn phAi bd sung thOm
ch6ng chi dinh vi s&a lai canh b6o dd kidm sodt tdt hon c6c nguy co cfra thudc.

Thudc chfa hoat chAt Strontium ranelate hiQn chi c6 0l thudc dd duo.c cdp sd
dang kf tai ViCt Nam (Thu6c Protelos, s6 ding ky VN-5007-07, dtrng kf: Les
Laboratoires Servier; sAn xudt: Les Laboratoires Servier Industrie - Ph6p).

Can crl kdt luan cta HQi ddng x6t duyQt thudc B0 Y t6, dd dam bio srl dgng
thudc hqp lf, an toan, hiOu qui ddi vdi thudc chrla ho4t chdt Strontium ranelate,
Cuc Quan lf Duo. c yOu cdu:

1. C0ng ty Les Laboratoires Servier: Bd sung thOm chdng chi dinh, cinh b6o
khi srl dgng thudc trong td huong ddn srl dung d6i vdi thudc chrla hoat chdt
Strontium ranelate. NOi dung cu thd nhu sau:

. Bdc si kh6ng nOn kO don thudc cho c6c @nh nhan hicn dang bi huydt kh6i
tinh m4ch hoac c6 tidn sft huydt kh6i tintr m4ch ciing nhu c6c b€nh nhAn bdt d0ng
t4m thdi hoic dii ngiy.

. Benh nhan hiQn dang c6 huydt khdi tinh mach ho{c ti6n sir huydt khdi tinh
mach vi nhfrng @nh nhan bdt dQng t4m thdi ho4c dii ngiy n€n thAo luAn vdi b6c
si vd phuong huong di6u trf trong ldn tham kh6m tidp theo.

I(hi didu tri cho @nh nhan tren 80 tudi c6 nguy cd huydt kh6i tinh m4ch,
b6c si nOn d6nh gi6 t4i su cdn thi6t tidp qc didu tri v6i thu6c chfa ho4t chdt
Strontium ranelate.

. B6c si k€ dcrn cdn girip .nh nhan nhAn thrlc duo. c vd thdi gian kh&i ph5t vi
c6ch nhfln bidt c6c triQu chrirrg, ddu hiQu cta phan fng da nghi€m trQng nhu
DRESS (ph6t ban do thu6c c6 kEm tang b4ch cdu ua acid vir c6c tri€u chimg toan
than), SJS (hoi chrlng S'tevens-Johnson) vi TEN (hoei t& nhi6m dQc bidu bi). Nguy
co cao nh6't xAy ra SJS hay TEN li trong vdng tudn ddu ti€n didu tri, cdn d6i v6i
DRESS li trong khoing 3-6 tudn.

. Benh nhAn n6n drmg di6u tr! ngay l{p ttlc khi thdy xudt hiQn c6c triOu
chrlng cta phan rlng di rlng nghicm trgng, nhu ban da. Kh0ng n€n srl dgng lai
thudc & c6c b€nh nhAn nhy.



2. Cdc cOng ty dang kf, san xuAt mudn tidp tqc d[ng kf thu0c c6 chrla hoat
ch0t Strontium ranelate t+i Viet Nam phii bd sung dAy dfr c6c th6ng tin vd chdng
chi dinh, cinh b6o khi srl dung thuOc trong td huong dan s& dUng nhu dd nOu tai
c6ng vln nhy.

Cuc Quin lf Duo. c th6ng b6o dd cdc don vi bidt vh thuc hien./.

Noi nhdn:
- Nhu tr6n;
- BT. Nguy€n Thi Kim Ti6n (dd b/c);
- TT. C-ao Minh Quang (dd b/c);
- CrIc QLKCB, Thanh tra BYT (dd ph6i hqp);
- Cuc QuAn Y - BQP; Qc Y t6- BCA; C\rc Y t6
Giao Th0ng vfln tii - Bo GTW;
- Bao hidm )GIVN;
- SA Y tdcdc tinly'TP trgc thuQc TW;
- Tdng c0ng ty Dugc Vigt Nam;
- C!4c BV, viQn c6 giulng Enh trqc thuQc BYT;
- TT DI & ADR Qu6c gia; TT DI & ADR khu

vgc (BV Ctrq Riy);
- Thenh vi0n tD XDT;
- C{c chuy6n gia duoc lf thdm dinh h6 so dang
ki thu6c;
- Phdng QLTTQC, Van phbng (dd dua len
Website); T4p chi Duo.c vi MP;
- Luu VT, DKT.
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