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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lip - Tw do - Hanh phiic
S6: »}4»36 /QLD-CL Ha Ngi, ngay 29 thang ¢ ndm 2017
prs —_ Vz’v thuoc gi& Ptedﬁmn Smg
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65 Ff(mh ,%El S& Y té cac tinh, thanh phd tryc thugc Trung wong .~
N 7 )
M‘" Cuc Quan Iy uQe nhén duo'c Cong vin sb 280/VKNTTW-KH dé ngay

27/4/2017 ctia Vién Kiém nghiém thuéc Trung uong bao céo két qua kiém tra chat
luong thudc kém theo phleu kiém nghiém s6 47GT26 ngay 26/4/2017 ve thude
mang tén Prednisolone BPF (prednisolone Smg) trén nhin lo ghi s§ 16 SX:
M162889, ngay SX: 01/2015, HD: 01/2018 va ghl tén Coéng ty RotexMedica
GMBH Tritau — Germany, khéng ghi sé ding ky. Mau thuoc do Trung tam kiém
nghiém thu6e, m§ phm, thuc phim Thira Thién Hué 14y .mAu tai Nha thubc Chi
Uy (40 Nguyen Phtic Nguyén, thanh phé Hué). Thudc khong dat tiéu chudn chét
lugng ve chi tiéu dinh tinh. Can cir hd so, tai liéu tai Cuc Quan ly Duge, Cuc Quan
Iy Duoc ¢6 ¥ kién nhu sau:

1. Thudc Prednisolone BPF (prednisolone 5mg) trén nhin mao tén thudc
“PREDNISOLON BPF” va tén cong ty “ROTEXMEDICA GMBH TRITAU -
GERMANY” la thuéc gia, khéng dugc cip phép luu hanh tai Viét Nam, khéng dugc
phép luu hanh str dung.

2. Dé dam bio an toan cho ngudi sir dung, d& nghi:

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

- Thong bao cho cac co s¢ kinh doanh, sur dung thude khéng dugc budn ban,
str dung thudc gia Prednisolone BPF (predmsolone Smg) néu trén.

- Ph01 ho'p VOi cac co quan truyén thong thong tin to1 cac co s¢ budn ban, su
dung thudc va ngudi dan b1et & khong budn bén, sir dung thuéc Prednisolon BPF
‘gia co cac déu hieu nhén biét nhu trén;

- T chirc tIep nhén thng tin bdo cdo cta céc co s san xudt, kinh doanh,
nguoi su dung; phdi hop véi céc co quan chirc ning kiém tra x4c minh, truy tim
ngudn gbe xuat xir ctia thubc gia néu trén; xir ly céc td chire, ca nhén vi pham theo
quy dinh hién hanh;

- Béo cdo két qua v& Cuc Quan ly Dugc va co quan lién quan.

v 22.80Y té Thira Thién Hue xem xeét chuyen hd so vu viée trén dén co quan
c6 thdm quyén dé truy tim ngudn gdc thude gia.

Cuc Quan ly Dugc thong bao dé céc don vi biét va thuc hién./. -
Noi nhin: KT CUC TRUONG

- Nhu trén;

- Thu trLrorng Truong Quéc Cuong (de b/c);

- VKN thuéc TW, VKN thubc Tp. HS Chi Minh;
-BCD 389 TW;

- Cuc Quén Y - B4 quéc phong;

- Cuc Y té - Bo Cong an;

- Cyc Y té Giao thong vén tai - B GTVT;

- Website Cuc QLD; cac phong: Thanh tra Dugc MP,
QLKD dugc - Cuc QLD;

- Luu: VT, CL (HD).




