BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do — Hanh phiic

S6: /- ,Z'[) hI1QLD-PK . '
V/v: Dang kyva nhap khdu nguyén Ha Noi, ngay |5 thdng ﬂ nam 2012
liéu, thanh phdm thuéc chita thanh

phan Buflomedil

Kinh gtr:
. 3 - S& Y té€ céc tinh, thanh phd truc thudc trung uong;
- C4c bénh vién, vién c6 giuong bénh truc thudc Bo Y t¢;
- Cé4c cong ty dang ky, san xudt thu6c luu hanh tai Viét Nam.

A

Y T:Qgg -tién trinh xem xét dénh gi vé nguy co, téc dung c6 hai cla thudc,
ngay I“I/I})‘Z V,I,fl Co quan Quan Iy Dugc Chau Au (EMA) da ra quyét dinh dinh
chi tdt ca cdc thu6c c6 chita thanh phdn Buflomedil ca dang dudng uéng va
dudng tiém tai tat ca cic Qudc gia trong Lién minh Chau Au. EMA va Uy ban
thudc sir dung trén ngudi (CHMP) ciing chi rd nhiing nguy co nghiém trong trén
tim mach va phan tng b4t loi trén thdn kinh vugt tréi hon so véi loi ich cua
thudc.

Can ct § kién két luan ctia Hoi dong xét duyét thudc, ti€p theo cong van
s6 8241/QLD-TT ngay 16/6/2011 ctua Cuc Quan 1y Dugc vé viéc khuyén cédo sir
dung cac thudc dang uo'ng c6 chita thanh phdn Buflomedil; dé ddm bao hiéu qua
va an toan trong viéc sir dung thudc chua thanh phan Buflomedil, Cuc Quan Iy
Dugc théng bdo nhu sau:

1. Ngimg ti€p nhan va xét duyf}t céc hé so dé nghi cdp s6 dang ky mdi,
dang ky lai, don hiang nhap khdu nguyén liéu, ban thanh phdm, thanh phdm
thudc c6 chita thanh phin Buflomedil, k€ ca cdc don hang nhap khdu va hé so dé
nghi cdp s6 dang ky da nop tai Cuc Quan ly Dugc trudc ngay ky cong van thong
béo nay.

2. Ngimg nhap khdu nguyén liéu Buflomedil, ban thanh phidm va thudc
thanh phdm c6 chtra thanh phdn Buflomedil, ké ca d6i véi céc don hang nhap
khdu da duogc cdp gidy phép nhap khdu con hiéu luc va thu6c thanh phidm da c6
s6 dang ky.

3. C4c nguyén liéu, ban thanh phim, thudc thanh phdm da nhap khdu hoic
thudc thanh phdm san xudt trong nudc c6 chita thanh phan Buflomedil thyc hi¢n
viéc dinh chi luu hanh va thu héi theo thong béo tai cong van s6 12792/QLD-CL
ngay 27/8/2012 cia Cuc Quan 1y Dugc. _

4. C4c cong ty ding k¥, san xuat thudc, cdc co s& khdm chita bénh cin
ting theo déi; phat hién va xir tri trudng hgp xay ra phan tng c6 hai clia thudc
chita Buflomedil (néu c6). Giri bdo cdo ADR vé Trung tdm Qudc gia vé Thong
tin thuSc va Theo dbi phan tng c6 hai clia thudc (dia chi: 13-15 Lé Thanh Tong,
Qudn Hoan Kiém, Ha N¢éi) hodc Trung tam khu vuc vé Thong tin thudc va Theo
d6i phan tng c6 hai clia thuSc (dia chi: Bénh vién Chg Rdy - 201B Nguyén Chi
Thanh, Qudn 5, TP. H6 Chi Minh).
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5. Dé nghi cdc S& Y € td chitc thanh, kiém tra viéc thuc thi cha c4c don vi,
ca nhan trong dia ban lién quan cic quy dinh trén cia co quan quén ly dé bao
dam an toan cho ngudi sir dung.

- Cuc Quan 1y Duoc thong bdo dé cac don vi biét va thu'c hién./.

KT. CUC TRUGNG .

Noi nhdn:
- Nhu trén;
- BT. Nguyén Kim Tién (dé b/c);
- TT. Cao Minh Quang (dé b/c);
- Cuc QLKCB, Thanh tra BYT (d€ phéi hop);
- Téng Cuc Hai Quan - Bo TC;
- Cuc Quan Y — B6 Quéc Phong; Cuc Y t&€ — Bo Cong an; Cuc
Y t& Giao Thong van tai;
- Bao hiém XHVN;
- TT DI & ADR QG; TT DI & ADR KV (BV Chg Riy);
- Thanh vién HD XDT;
- C4c chuyén gia thim dinh hé so ding ky thudc;
- Cdc Phong: KDD, TTQC thu6c, CQLCL thuéc, Tap chi Dugc
& MP;
- Van phong (dé dua lén Website);
- Luu VT, DKT.




