UBND TINH LANG SON CONG HOA XA HOQI CHU NGHIA VIET NAM
SOY TE Poc 1ap - Tw do - Hanh phic

S6:1675 ISYT-NVYD Lang Son, ngay 26 thang 7 nam 2023
VIV thong béo thude gia mang nhan
mac Rotexmedica san xut, Rotex
Viét Nam nhap khau

Kinh gui:
- Cac don vi truc thudc;
- Vin phong HDND-UBND céc huyén, thanh phd
(BO phan y té).

Thuc hién Cong vin s6 7516/QLD-CL ngay 14/7/2023 ctua Cuc Quan Iy
Duoc, BO Y té vé viée thong bao thude gid mang nhan mac Rotexmedica san
xuat, Rotex Viét Nam nhap khau. S¢ Y té Lang Son thong béo:

1. Thong tin vé thude thude gia

Theo thong béo cua Cuc Quan ly Duogc, Cac co quan chirc nang da phat
hién trén thi tru’ong mot s thude gia nhan mac nha san xuit bao gdm cac loai
thudc dang vién nén c6 tén: Cefuroxim 500mg; Cefodoxim 200mg; Cefixin
200mg; Cefixim 100mg; Esomeprazol 40mg; Fluconazol 150mg mang nhén
mac do cong ty Rotexmedica GmbH, dia chi: Bunsenstrasse 4 - D - 22946
Trittau, Germany san Xuat, duoc nhap khau boi cong ty TNHH Rotex Viét Nam.

Qua ra soat, khong c6 Cong ty TNHH Rotex Viét Nam c6 tru so tai dia
chi dang ky kinh doanh: O s6 22 LK 07 Khu d6 thi Hing Vuong, Tp. Phiic Yén,
tinh Vinh Phtic, dung tén Dinh Ngoc Cuong la dai dién cong ty.

Cuc Quan 1y Duoc chua cap bat ky gidy dang ky luu hanh thudc nao cho
cong ty TNHH Rotex Viét Nam va chua cip gidy dang ky luu hanh cho cac san
pham thudc vién nén, vién nang do coéng ty Rotexmedica GmbH, dia chi:
Bunsenstrasse 4 -D -22946 Trittau, Germany san Xuat.

Do vay tat ca cac thudc vién nén, vién nang trén nhin mac cong ty
Rotexmedica GmbH, dia chi: Bunsenstrasse 4 - D - 22946 Trittau, Germany san
xuat va cac thude do cong ty TNHH Rotex Viét Nam nhap khau, phan phdi trén
thi truong 1 thude gia nhin mac nha san xuat.

2. bé nghi cac don vi truc thudc va Van phong HDND-UBND cac huyén,
thanh phé thuc hién cac nd1 dung sau:

- Thong bao dén cac bo phan lién quan, cac co s¢ kinh doanh thude trén
dia ban quan 1y khdng kinh doanh, phan phéi va st dung céc thudc vién nén,
Vién nang trén nhan mac cong ty Rotexmedica GmbH, dia chi: Bunsenstrasse 4 -
D -22946 Trittau, Germany san xuat va cac thudc do cong ty TNHH Rotex Viét
Nam nhap khau, phan phdi.
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- Van phong HDND-UBND céac huyén, thanh pho ph01 hop cac co quan
chue nang trén dia ban kiém tra xac minh, truy tim ngudn gdc xuat xt&r d6i voi cac
san pham co6 thong tin nhu mo ta néu trén (cac thong tin lién quan dén san xuat
nhu: s6 16, ngay san xuat, han dung... c6 thé thay doi do thudc gia c6 thé san xuat
ghi nhan nhiéu 16 khac nhau); xtr 1y nghiém céc truong hop vi pham.

- Trung tam Kiém nghiém thudc, my pham thuc pham chi dao doan kiém
tra, l4y mau kiém nghiém trén dia ban toan tinh, néu phat hién thuoc gia néu trén,
tién hanh cac thu tuc xtr ly theo quy dinh va kip thoi bio cao SG' Y té.

- Thanh tra S¢' Y té ph01 hop v6i cac don vi tang cu:0’ng kiém tra, X4c minh
thOng tin va truy tim nguon goc ve san pham thudc gia néu trén; xt 1y, xtr phat
cac t0 chirc, ca nhan vi pham theo quy dinh (néu co).

Céc don vi bao cao két qua kiém tra, xir Iy ddi v6i cac san pham c6 théng
tin nhu mo ta thudc gia néu trén (néu c6) vé Phong Nghiép vu Y - Dugc, S¢' Y té
trudc ngay 14/8/2023.

(Guti kém theo Céng van s6 7516/QLD-CL ngay 14/7/2023 ciia Cuc Qudn
ly Duoc)

S Y té thong bao dé don vi biét va thuc hién./.

Noi nhén: KT. GIAM bOC
- Nhu trén; "?%EQ

- Cuc QLTT tinh (ph/h); S GIAM pOC
- Phong: NVYD, T/tra (th/h); /s

- Trung tam KNTMPTP (th/h);

- Gb S¢ (b/c);

- Cac PGD So¢;

- Cty CPDP va VTYT Lang Son;
- Cty CPDP Lang Son;

- Website SYT,;

- Luu: VT, NVYD(HHy).
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