UBND TINH THANH HOA  CONG HOA XA HOQI CHU NGHIA VIET NAM
SOYTE Doc lap- Ty do- Hanh phic

S6: 9668 /SYT-QLD Thanh Héa, ngay 04 thang 3 nam 2019

V/v dinh chi luu hanh va kiém tra
giam sat thude khéng dat tiéu chuin
chat lugng

Kinh gti: Céc co s¢ kinh doanh, str dung thuéc trong tinh.

Can ¢ cdc quy dinh veé quan 1y dugc hién hanh cla Viét Nam;

Can cu Céng vin sb 2004/QLD-CL ngay 26/02/2019 cla Cuc Quan ly

Dugc - B6 Y t€ vé viéc dinh chi luu hanh d8i vdi thude say:

Thudc vién nén SEBEMIN (Betamethason 0,25mg va d-Chlorpheniramin
maleat 2mg), SDK: VN-14320-1 I, Lo SX: SDM1710, NSX: 24/10/2017, HD:
23/10/2020, do Céng ty Crown Pharm.Co., Ltd (Korea) san xuét; Cong ty cb
phin duoc liéu Trung uong 2 (PHYTOPHARMA) nhéap khau. Thudc khéng dat

tidu chudn chét lugng vé chi tidu Dinh luong.
De dam bao quyén lgi cho ngudi stt dung thude. S& Y 14 théng bio:
I. Dinh chi luu hanh va thu hdi 16 thude sau:

Thude vién nén SEBEMIN (Betamethason 0,25mg va d-Chlorpheniramin
maleat 2mg), SDK: VN-14320-11, Lo SX: SDM1710, NSX: 24/10/2017, HD:
23/10/2020, do Céng ty Crown Pharm.Co., Ltd (Korea) san xuat; Céng ty cb
phin duoc lidu Trung uong 2 (PHYTOPHARMA) nhéap khau.

2. Cac co s¢ kinh doanh, st dung thudc trén toan tinh khén truong thu héi
16 thuéc bj dinh chi luu hanh néu trén (néu cd) va tra lai cho co s¢ cung Ung, bdo
cdo ket qua vé S&'Y 1é (phong Quan 1y Duoge) trude ngay 15/3/2019.
3. Giao Trung tam kiém nghi¢m Thanh Hoéa truc tiép kiém tra, giam sat

viée thu ho 16 thude néu trén, bao cdo két qua vé S Y té (phong Quan 1y Duoc)

trude ngay 31/3/2019,




4. Phong Quan 1y Duoc, cac phong ban chirc nang ciia S Y té, phong Y

té huyén, thi, thanh phé co trach nhiém kiém tra, giam sdt viéc thuc hién thong

bao nay; xi Iy nhitng don vi, ¢ nhan vi pham theo quy dinh hién hanh./.,
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