UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM
XA NGHIA DAN Poc 1ap — Tw do — Hanh phic

S6: 117 /UBND-VHXH Nghia Dén, ngay0/ thang 8 nam 2025
V/v thu héi thudc Femancia vi
pham ¢ muc do 2 va thudc gia
Theophyllin extended —
release tablet (Theophylline 100mg)

Kinh guri:
- Céc co quan, don vi truc thuoc UBND x3;
- Co so hanh nghé y, dugc tu nhan.

Thyc hién Cong van s6 318/SYT-NVD ngay 26/7/2025 ciia S6 Y té tinh
Hung Yén vé viéc thu hoi thubc Femancia vi pham & muc d6 2; Cong van s6
357/SYT-NVD ngay 29/7/2025 ciia S¢ Y té tinh Hung Yén vé viéc thudc gia
Theophyllin extended — release tablet (Theophylline 100mg).

1. Thong tin cu thé vé thuéc Femancia vi pham ¢ mirc dd 2

- Thudc Femancia; s6 dang ky: VD-27929-17; dang bao ché: Vién nang
ctg; hoat chét, ndng d6/ham luong: Sat nguyén t6 (dudi dang Sat fumarat 305
mg) 100 mg; Acid Folic 350 mcg, do Cong ty C6 phan Duoc pham Me Di Sun,
dia chi: 521 khu phé An Loi, phudong Hoa Loi, Thanh phd H6 Chi Minh (dia chi
ct: 521 Khu phé An Loi, phuong Hoa Loi, thi xa Bén Cat, tinh Binh Duong)
san xuat (thude vi pham & mirc d6 2).

- Ly do thu hdi: Thyc hién theo quy dinh tai diém b khoan 1 Piéu 62 Luat
Duoc (Gidy dang ky leu hanh thuoc bi thu hoi ).

2. Théng tin thudc gia Theophyllin extended — release tablet
(Theophylline 100mg)

Thudc gia Theophyllin extended — release tablet (Theophylline 100mg) co
thong tin ghi trén nhan: Theophylline extended — Release tablets 100 mg
(Theophyllin 100 mg), s6 16 05089, NSX 02/03/2022, HD 02/03/2026; noi san
xuét Pharmacy Laboratories Plus (Warszawa); mau thudc khong c6 thong tin vé
GDPKLH va/hoic s GPNK, co s& nhap khau trén nhan.

3. T6 chirc thue hién

Pé dam bao an toan cho nguoi st dung, Uy ban nhan dan x3 yéu cau:

3.1. Phong Van hoa - Xa hoi xa

Tang cudng cong tac quan 1y cac co s& hanh nghé y, dugc tu nhan déi
vl viée tuan thu day du cac quy dinh ctua phap luat trong mua, ban cac san
pham la thudc. Ti€p nhan cac thong tin san pham thudéc Femancia vi pham &



2

murc d6 2, thube gia Theophyllin extended —release tablet (Theophylline 100mg)
duoc co quan chirc ning dinh chi luu hanh, thu hoi.

3.2. Cdc Tram Y té xi

Thong béo téi cac co sé hanh nghé y, duoc tu nhan trén dia ban ngimg
ngay viéc kinh doanh, sir dung cac san pham vi pham néu trén; Theo d&i thuc
hién viéc thu hdi ctia cac co hanh nghé y, duoc tu nhan, va bao cdo vé UBND xa
(qua phong Vin héa - Xa héi) viéc thu hdi (néu co).

3.3. Cac co s¢ hanh nghé y, dugc tu nhan trén dia ban xi khong kinh
doanh, budn ban cac san pham thudc vi pham néu trén. Pong thoi, khuyén céo
ngudi dan khong sir dung cac san pham trén; Thu hoi, tra lai san pham cho don
vi cung Gmg cac san pham néu trén va thong bao viéc thu hodi va tra lai san phdm
vé diém Tram Y té gan nhit (néu co).

3.4. Trung tdm Dich vu van hoa - xa hgi xd

Tang cudng cong tac thong tin, tuyén truyén trén Dai truyén thanh cta xa
vé viéc thong bao thu hdi thudc Femancia vi pham ¢ mirc do 2 va thudc gia
Theophyllin extended —release tablet (Theophylline 100mg) dé ngudi dan biét
va khong str dung.

Yéu cau cac don vi nghiém tic thuc hién ndi dung Cong vin nay./

Noi nhén: TM. UY BAN NHAN DAN

- Nhir trén; KT. CHU TICH

- Chu tich; cac PCT UBND xa; . , e

- Luu: VT, VHXHW PO CH[%}(’/}%:AIS%HNHAN DAN XA
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Hoang Van Quy
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