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phdn Buflomedil

Kinh grli:

- S& Y td cdc tinh, thnnh ph6 truc thu6c trung uong;

C6c bdnh vi€n, vi€n c6 giuong @nh tryc thuOc Bd Y td;t : . - Cic c6ng ty ttang kf, sin xudt thu6c luu hinh t4i Viet Nam.

\ $.q$itidn trinh xem x6t d6nh gi6 vd nguy co, tdc dung c6 h4i cria thudc,
nedy fllltfl_$il, Co quan Quan lf Duoc ChAu Au (EMA) dd ra quydt dinh dinh
chi tdt ci c6c thudc c6 chrla thnnh phdn Buflomedil cA dang dudng u6ng vi
duong ti€m tai tdt ca c6c Qudc gia trong Li0n minh Chau Au. EMA vd Iiy ban
thu6c sfr dgng tr€n ngudi (CHMP) ciing chi 16 nhfing nguy co nghiOm trong tr0n
tim m4ch vd phan ung bAt lgi uen thAn kinh vudt trOi hon so v6i lgi ich cira
thu6c.

Cin crl f ki6n kdt lufln cria HQi d6ng x6t duyQt thu6c, tidp theo cOng vin
sd 824UQLD-TT ngiy L6rcn0l cta C\rc Quan lf Duo. c vd vi€c khuydn c6o srl
dung c6c thudc d4ng udng c6 chfa thinh phAn Buflomedil; dd dam bAo hi€u quA
vh an toin trong vi0c st dung thudc chfa thhnh phdn Buflomedil, C\c Quan lf
Duo. c th6ng b6o nhu sau:

l. Ngung tidp nhfln vh x6t duyOt c6c hd so tld nghi cdp sd deng kf mdi,
dang kf l4i, don hnng nh{p khdu nguy0n liQu, b6n thin}r phdm, thdnh phdm
thudc c6 chft thinh phdn Buflomedil, kd ci c6c dctn hdng nhflp khdu vi h6 so dd

nghi cAp sd dang kf da nQp t?r Cqc Quan lf Duo. c trudc ngny kf c6ng vin thOng

b6o niy.
2. Ngtng nhflp khdu nguyen liQu Buflomedil, b6n thinh phdm vi thudc

thdnh phdm c6 chrla thinh phdn Buflomedil, kd ci ddi va cdc don heng nhQp

khdu dd duo.c cdp gidy ph6pnhflp khdu cdn hiQu tuc vh thu6c thdnh phdm d6 c6

sd dang ky.

3. C6c nguy€n li€u, b6n thinh phdm, thu6c thinh phdm d6 nh{p khdu hoac

thudc thinh phdm san xudt trong nu6c c6 chfa thenh phdn Buflomedil thr;c hiQn

viOc dinh chi luu hdnh vd thu hdi theo thOng b6o t4i cOng van s6 L27921QLD-CL
ngity 2718D012 cta Cgc Quan I Duo.c.

4. Cic c6ng ty ding kf, san xudt thudc, c6c co s& kh6m chfia .nh cdn
tang theo d6i, ph6t hiQn vi xrl tri trucmg hqp xAy ra phin ring c6 h4i ctia thudc
chrla Buflomedil (ndu c6). Grli b6o c6o ADR v€ Trung tAm Qu6c gia vd Th6ng
tin thudc vi Theo d6i phan ftig c6 h4i cira thu6c (dia cht: l3-15 LeThdnhTdng,

Qudn Hodn Kiem, Hd Nrii) ho4c Trung tAm khu vgc vd Th6ng tin thu6c vi Theo
d6i phan rirrg c6 h4i cria thu6c (dia chi: BQnh viAn Chq Riy - 2018 Nguydn Chi
Thanh, QuQn 5,TP. Hd Chi Minh).



5. Dd nghi c6c S& Y td td chrlc thanh, kidm tra viOc thgc thi cira c6c dcrn vi,
c6 nhAn trong dia bin 1i0n quan c6c quy dinh trOn ctra co quan quan lf dd UAo
dim an toin cho ngudi s& dung.

Cuc Quan if Duo. c thOng b6o dd c6c don vi bidt vi thgc hign./.
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