UBND TiNH THANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM

SOY TE Péc lap - Ty do - Hanh phiic
S6: 2818/SYT-QLD Thanh Héa, ngay 15 thang 7 nam 2022
V/v thu hbi céc 16 thudc Capetero 500
(Capecitabine 500mg)

Kinh gtri: Céc co s& kinh doanh, sir dung thudc trén dia ban toan tinh.

Can cir cac quy dinh vé quan 1y dugc hién hanh cta Viét Nam;

Can ctr Cong van s6 6298/QLD-CL ngay 13/7/2022 cia Cyc Quaén ly
Dugc - B Y té vé viéc théng bao thu hoi thude v1 pham mirc d6 2. Theo do,
Cuc Quén ly Dugc théng bao thu hdi toan qudc thuéc vién nén bao phim
Capetero 500 (Capecitabine SOOmg) So GDKLH: VN2-305-14, do Céng ty
Hetero Labs Limited (An D) san xuat, Céng ty TNHH phan phéi Lién hop
DBong Duong nhép khau: Sé 16 CAH221625B va S6 16 CAH221626B, ly do thu
hdi cac 16 thude néu trén 13 do cong ty nhap khau nhung khdng cé gidy phép
nhap khéu do Cuc Quan 1y Dugc cép theo qui dinh dbi véi thude kiém soat dic
biét (vi pham murc do 2).

Pé dam béo an toan cho ngudi sir dung thube, S& Y té thong bao:

1. Céc co sd kinh doanh, sir dung thudc trén dia ban toan tinh thyc hién
nghiém viéc dinh chi luu hanh va thu hdi tra lai cho nha nhap khéu hodc nha
cung mg cac 16 thu6c vién nén bao phim Capetero 500 (Capecitabine SOOmg),
S6 GPKLH: VN2-305-14, do Céng ty Hetero Labs Limited (An D) sén xuat
Céng ty TNHH phéan phbéi Lién hgp Péng Duong nhip khau: S6 16
CAH221625B va Sb 16 CAH221626B.

2. Giao Trung tAm kiém nghiém Thanh Héa tryuc tiép kiém tra, gidm sat
viéc dinh chi luu hanh va thu héi 16 thube néu trén.

3. Phong Quan ly Dugc, cac phong ban chirc ning cua S& Y té, Uy ban
nhan dan cac huyén, thi, thanh phé trén dia ban tinh chi dao cac don vi lién quan
trén dia ban kiém tra, gidm sat viéc thuc hién dinh chi luu hanh va thu hbi 16
thu6e néu trén, xir Iy nhitg don vi, c4 nhan vi pham theo quy dinh hién hanh./.
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