BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic

Sé: j‘l(—jé /QLD-CL Ha N¢i, ngay 29 thang ¢ nam 2017
V/v thubc gia Prednisolon 5 mg

Kinh giri:  S& Y té céc tinh, thanh phé truc thudc Trung uong d

Cuc Quén ly Dugc nhan dugc Coéng vin sé 280/VKNTTW-KH dé ngay
27/4/2017 cta Vién Kiém nghiém thudc Trung wong bo cdo két qua kidm tra chit
luong thudc kém theo phiéu kiém nghiém sé 47GT26 ngay 26/4/2017 ve thudc
mang tén Prednisolone BPF (prednisolone 5mg), trén nhan lo ghi s6 16 SX:
M162889, ngay SX: 01/2015, HD: 01/2018 va ghi tén Cong ty RotexMedica
GMBH Tritau — Germany, khéng ghi s6 ding ky. Mau thuoc do Trung tam kiém
nghiém thuoc, m¥ phim, thuc phidm Thira Thién Hué 14y aau tai Nha thudc Chi
Uy (40 Nguyen Phiic Nguyén, thanh ph6 Hué). Thudc khéng dat tiéu chudn chét
lugng vé chi tiéu dinh tinh. Cin ot hd so, tai liéu tai Cuc Quan ly Dugc, Cuc Quan
Iy Duoc ¢ y kién nhu sau:

1. Thudc Prednisolone BPF (prednisolone 5mg) trén nhan mao tén thudc
“PREDNISOLON BPF” va tén céng ty “ROTEXMEDICA GMBH TRITAU -
GERMANY” 14 thudc gia, khong duge cip phép luu hanh tai Viét Nam, khéng duoc
phép luu hanh sir dung.

2. P& ¢am bao an toan cho ngudi st dung, dé nghi:

2.1. 8¢ Y té c4c tinh, thanh phd tric thude Trung wong, Y té céc nganh:

- Thong béo cho céc co s& kinh doanh, sir dung thudc khéng dugc budn ban,
str dung thubc gia Prednisolone BPF (prednlsolone 5mg) néu trén.

- Phéi horp Vi cac co quan truyén thong théng tin t6i céc co s& budn ban, sir
dung thubc va ngudi dan biét dé khong budn ban, st dung thudc Prednisolon BPF

gia c6 céc ddu hiéu nhén biét nhu trén;

- T6 chuc t1ep nhan thong tin bdo cdo cla cic co s& san xudt, kinh doanh,
nguoi su dung; phéi hop véi cac co quan chirc néng kiém tra xdc minh, truy tim
nguén gbc xudt xr cia thude gia néu trén; X ly céc t6 chirc, c4 nhén vi pham theo
quy dinh hién hanh,;

- Béo céo két qua v& Cuc Quan 1y Dugc va co quan li€n quan.

22.56Y té Thira Thién Hue xem Xét chuyen hé so vu viéc trén dén co quan
c6 thim quyén dé truy tim ngudn gdc thude gia.

Cuc Quéan ly Dugc thong bao dé cac don vi biét va thuc hién./.-
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