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CUC QUAN LY DUOC

cONG HoAxA nOr cmixcuia v4'rNavr
OAc Bp - fg ao -genf, p

x:J!!t /eLD-DK
.l[aqnqlbr,sanxudt,nhapkhdu,luu Hd N|i, ngdy;L{thdnS 3 ndm20ll
hnnh, st dr;ng thu6c chrla Rosiglitazone

Kinh gui:

- S& Y td c5c tinh, thanh phd trgc thu6c Trung ucrng;

C6c B€nh vi6n, Vi€n c6 giuirng bQnh rryc thu6c 86 Y t6;

- Tdng C0ng ty duo. c Vi0t Nam;

- HiQp hQi san xudt, kinh doanh duoc Viet Nam;

Cic cong ty dang ky, san xudt, xudt nh6p khdu duo. c phdm.

Tidp theo cong vdn sd 11816/QLD-TT ngdy 0lA0f20L0 cria Cuc euan lf
Duoc vd viQc khuydn c6o s& dung thu6c c6 chla hoat chdt Rosiglitazone,

Theo khuydn c6o ngiy 09fi1f2\0 ctra Co quan quAn It Y t€ Canada
(HealthCanada) vd khuydn c6o ngiy O3/02l2OlL cria Co quan Quan lf thgc phdm
vh duo.c phdm Hoa Ky GDA) d6i vdi cdc chdphdm c6 chfa Rosigttazone,

Cdn crl kdt luAn cria Hoi ddng X6t duyet thu6c - BO y t6 d6i v6i thu6c chfa
hoat chdt Rosiglitazone,

Dd dem b6o sir dung thu6c hgp lf, an toin vi hiQu quA, Cr;c Quan lf Duo.c
th6ng b6o nhu sau:

. 1. Ngung- tidp nhln vi xem x6t hd so nhflp khdu nguyOn li€u Rosiglitazone,
hd sonh{p khdu thu6c thdnh phdm vi h6 so dd nghi cdpi6 aang ty mdi, dang kf
lai d6i vdi thudc c6 chrla hoqt chdt Rosiglitazone ftd ci hd so d6 nQp t?, CUc
Quan lf Duo. c trudc nCey ky ban hhnh c6ng vdn niy). -

2. Ddi v6i thu6c thenh phdm c6 chrla ho4t chdt Rosiglitazone hi€n dang luu
hdnh: C{c don vi c6 thu6c luu hdnh phAi bd sung c6nh b6o/ thfln trgng v€ nguy co
ddi v6i tim mach (bao g6m c6 con dau thit nggc) tren nhan vd td n-u6rng aao t,t
dgng thu6c vd gui b6o cdo dudi d4ng Hd so thOng b6o thay ddilbd sung Eong qu6
tinh luu hinh d6i vdi thu6c dd cdp s6 dang lcf theo quy dinh t+r phg lgc tr -
Thong tu s6 22|2O09[T'I-BYT ngiy 24fi1f2009 cria Bo y t6 vd Cr]c euan lf Dugc
trudc ngiy 0U6l2011

3. Cdc nhd san xudt thu6c, c6c co s6 kh6m chfia bOnh cdn tdng cudng theo
d6i, ph6t hiQn vi xrl tri c6c truirng hqp phan ung c6 hai cria thu6c chfa
Rosiglitazone (n6u c6). Gfi b6o c6o ADR vd Trung r6m eu& gia vd th6ng tin
thu6c vi theo d6i phan rfurg c6 hai cta thu6c (Dia chi: i3-15 LC ThAnh TOng, Hh
Noi).

4. Dd nghi S& Y td c6c tinh, thdnh ph6 truc thuQc trung uchg t6 chfc tridn
ktai thr;c hi€n thong b6o nly vi chi dao cdc don vi, cd nhAn trong dia bdn thgc
hi6n.



- 5. Pd ngtiJdng gong ty duo.c viQt Nam, HiQp hoi san xuat, kinh doanh
dugc phd- viQt Nam ptrd tidniOngvf,n nhy t6i c6c don t trreon"ion.

cqc Quan lf Duo. c th6ng b6o dd c6c dcrn vi bidt vi thgc hi-en .t

Noi nhSn:
- Nhu rcn;
- TT. Cao Minh Quang (ad b/c);
- CT. Trucnrg Qu6c Cudng (Ad b/c); C6c pCT (d6 bi6t);
- Thanhvi0nlDXDT;
- Ctlc QLKCB, fhanh tra BYT, VU YDCT (dd ph6i hS,p);
- Vie.n KN thu6c TW, Vi0n KN thu& Tp. Hd Chi irAinh;
- Tdng cuc Hii quan;
- g. Qoao y-Ba QR cuc y t6_BQ cA; Cuc y tdGTW;
- C{c ftnh viQn da ltroa r.uc thuQc tinh/Tp;
- Tnrng tam DI & ADR Qu6c gia;
- Cdc Phdng uong Cr;c eLD (dd ph6i hqp);
- Van phbng Crp (dd dua lOn Website),
- Luu: VI, DKT.

KT. CUC TRUdNG

Nguy€n ViQt Htng
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