UBND TiNH KON TUM CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Poc 1ap - Tw do - Hanh phuc

S6: 2286 /SYT-NVYD Kon Tum, ngay /6 thang 7 nam 2023

VIV thong bao thudc gia mang nhin
mac Rotexmedica san xuat, Rotex
Viét Nam nhap khau

Kinh gtri:
- Céc co s6 kinh doanh thudc;
- Cac co s kham bénh, chira bénh;
- Trung tdm Kiém nghiém thudc, my pham, thuc pham;
- Uy ban nhan dan cac huyén, thanh phd.

Can cu Cong van sO 7516/QLD-CL ngay 14/7/2023 cua Cyc Quan ly Dugc -
Bd Y té vé viéc thong bao thudce gia mang nhan mac Rotexmedica san xuat, Rotex
Viét Nam nhp khau;

Thong tin tor Cuc Quan ly Duoc, vira qua cac co quan chire nang da phat hién
trén thi trudng mot sé thudc gia nhin 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 nhan méac do cong
ty Rotexmedica GmbH, dia chi: Bunsenstrasse 4-D-22946 Trittau, Germany san
xuat, dugc nhap khéu boi cong ty TNHH Rotex Viét Nam. Qua ra soat Cuc Quan
ly Duoc chua cip bat ky gidy dang ky luu hanh thudc nao cho cong ty TNHH
Rotex Viét Nam va chua cap gidy dang ky luu hanh cho cic san pham thudc vién
nen, vién nang do cong ty Rotexmedica GmbH, dia chi: Bunsenstrasse 4-D-22946
Trittau, Germany san xuat. Do vay tat ca cac thude vién nén, vién nang trén nhan
mac cong ty Rotexmedica GmbH, dia chi: Bunsenstrasse 4-D-22946 Trittau,
Germany san xudt va cac thudc do cong ty TNHH Rotex Viét Nam nhap khau,
phan phdi trén thi truong 13 thudc gia nhan mac nha san xuat.

Dé bao dam an toan cho ngudi st dung, S&'Y té thong béo:

1. Pinh chi luu hanh va thu hdi trén toan tinh thudc gia dang thudc vién nén,
vién nang co tén: Cefuroxim 500mg; Cefodoxim 200mg; Cefixin 200mg; Cefixim
100mg; Esomeprazol 40mg; Fluconazol 150mg trén nhdn mac cong ty
Rotexmedica GmbH, dia chi: Bunsenstrasse 4-D-22946 Trittau, Germany san Xuét,
cac thubc duge nhap khau bai cong ty TNHH Rotex Viét Nam.

2. Nghiém cam céc co so kinh doanh thudc gom: Cong ty Co phan Duoc -
VTYT Kon Tum, nha thuoc va quay thudc trén dia ban tinh mua, ban va tién hanh



2

thu hoi toan bo cac thudc gia dang thude vién nén, vién nang co tén: Cefuroxim
500mg; Cefodoxim 200mg; Cefixin 200mg; Cefixim 100mg; Esomeprazol 40mg;
Fluconazol 150mg trén nhan méic cong ty Rotexmedica GmbH, dia chi:
Bunsenstrasse 4-D-22946 Trittau, Germany san xuat, cac thuc dugc nhap khau boi
cong ty TNHH Rotex Viét Nam. Cong ty C6 phan Duoc - VTYT Kon Tum c¢6
trach nhiém sao gui thong bao nay dén tat ca cac co sé ban 1é thude tryc thudc don
vi thuc hién viéc thu hdi thude gia trén (néu cé). Cac co s ban budn, ban 1¢ thude
kh&c tu to chirc kiém tra, kiém soat, phat hién va thu hoi thude gia néu trén (néu cé)
dem tra lai don nha cung tmg hodc to chtrc hity thudc khong dam bao chat luong;
béo cdo viéc thu hdi hodc huy thube vé S&' Y té.

3. C4c co s¢ kham bénh, chita bénh trén dja ban tinh tién hanh kiém tra, ra
soat cac ngudn thudce hién co tai don vi, néu phat hién thudc gia dang vién nén, vién
nang co tén: Cefuroxim 500mg; Cefodoxim 200mg; Cefixin 200mg; Cefixim
100mg; Esomeprazol 40mg; Fluconazol 150mg trén nhan mac cbng ty
Rotexmedica GmbH, dia chi: Bunsenstrasse 4-D-22946 Trittau, Germany san Xuat,
cac thudc duoc nhap khau boi cong ty TNHH Rotex Viét Nam, tién hanh thu hoi
niém phong va tra lai cho cac nha cung tng, phan phdi thudc (néu co); bao cao vé
SO Y té.

4. Giao Trung tam Kiém nghiém thudc, my pham, thyc pham tién hanh kiém
tra, giam sat cac don vi st dung, cac co s¢ ban budn, ban 1¢ thudc trén dia ban tinh
thuc hién thong bao ndy, khi phat hién cac thudc gia dang vién nén, vién nang néu
trén tién hanh thu hdi, niém phong va bao cao vé S& Y té dé xem xét, xir Iy theo
quy dinh vé quéan 1y chat luong thudc.

5. PBé nghi Uy ban nhan dan cac huyén, thanh phd chi dao Phong Y té to
chirc kién tra, gidm sat cac co so kinh doanh dugc va don vi st dung thube. Néu
phat hién c4c thube gia dang vién nén, vién nang nén trén (néu cd); xt 1y co so vi
pham theo quy dinh ctia phap luat; béo cao S Y té dé tong hop bao cdo Bo Y té.

S Y té thong bao dé cac co quan, don vi quan 1y; cac don vi sir dung va céc
co sO kinh doanh thuoc biét, thuc hién./.

Noi nhn: KT. GIAM POC
- Nhu trén; A A 8
-Lanhdao S¢ Y t&; PHO GIAM DOC
- Céc phong thudc SO Y te; )
- Trang thong tin dién ta So' Y t&;
- Luu: VT, NVYD.

D6 Ngoc Hoa
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