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

S6:1638 /SYT-NVYD Kon Tum, ngay ¢s thang 5 nam 2024

Vé viéc thu hdi thudc Vi
pham chat luong mtrc d6 3

Kinh guri:
- Céc co s kinh doanh thudc;
- Céac co s kham bénh, chira bénh;
- Trung tam Kiém nghiém thudc, my pham thuc pham;
- Uy ban nhan dan cac huyén, thanh phé.

Ngay 08/5/2024, S¢'Y té nhan Cong vén s6 1310/QLD-CL cua Cuc Quan 1y
Duogc - Bo Y té€ vé viéc thong bao thu hoi thude vi pham mure d6 3.

Pé bao dam an toan stc khoé cho ngudi sir dung, So'Y té thong bao:

1. Dinh chi luu hanh, thu hoi trén toan tinh thudc Temozolomid
Ribosepharm 100 mg, s6 GPKLH VN2-626-17, S6 16: 2J6001, NSX: 17/8/2022,
HD: 31/8/2025 do Cong ty Haupt Pharma Amareg GmbH (Ptc) san xuit, Cong ty
TNHH Duoc pham va hoa chat Nam Linh nhap khau.

~ *Lydo thu hdi: Thl}éc nhap khau khong c6 to huéng dan st dung bang
tiéng Viét Nam, vi pham chat luong muc do 3.

2. Cac co s kinh doanh va str dung thudc trén dia ban tinh ¢ trach nhiém
kiém tra, ra soat va thu hoéi thuéc Temozolomid Ribosepharm 100 mg, s6 GPKLH
VN2-626-17, S6 16: 276001, NSX: 17/8/2022, HD: 31/8/2025 do Céng ty Haupt
Pharma Amareg GmbH (Purc) san xuat, Cong ty TNHH Duoc pham va hoa chat
Nam Linh nhap khau (néu c6), dem tra lai nha cung cap hodc t6 chirc tiéu huy
thudc theo quy dinh.

3. Trung tdm Kiém nghiém thudc, my pham, thuc pham tién hanh kiém tra,
giam sat cac don vi str dung, cac co so kinh doanh thudc (ban budn, ban 1é thudc)
trén dia ban tinh thuc hién thong bao nay, khi phat hién cé thubc Temozolomid
Ribosepharm 100 mg, sé GPKLH VN2-626-17, Sb 16: 2J6001, NSX: 17/8/2022,
HD: 31/8/2025 do Cong ty Haupt Pharma Amareg GmbH (Ptc) san xuit, Cong ty
TNHH Duoc pham va héa chat Nam Linh nhap khau, tién hanh thu hoi va xu ly
theo thAm quyén ddi v6i thude vi pham chét luong.

4. Pé nghi Uy ban nhan dan cac huyén, thanh phé giao Phong Y té kiém tra,
giam sat cac co sé kinh doanh duoc va don vi str dung thudc trén dia ban quan 1y.
Néu phat hién c6 thudc Temozolomid Ribosepharm 100 mg, s6 GDKLH VN2-626-
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17, S6 16: 216001, NSX: 17/8/2022, HD: 31/8/2025 do Céng ty Haupt Pharma
Amareg GmbH (Pirc) san xuat, Cong ty TNHH Dugc pham va hoéa chat Nam Linh
nhap khau; xt 1y vi pham theo thim quyén, dang quy dinh cua phap luat; bdo cdo
So'Y té dé tong hop gui Cuc Quén 1y Dugc.

(Véin ban thu héi thudc vi pham chat lwong mike dé 3 néu trén dwoc ding tdi
trén hé théong VNPT-ioffice va Trang théng tin dién tr S¢ Y té, dia chi:
http://syt.kontum.gov.vn) dé cac don vi, ca nhan biét truy cap.

SO Y té thong bao dé cac don vi, co so thuc hién./.
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