UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM
XA NGHIA PAN Poc 1ap - Tw do - Hanh phiic

$6:165 /UBND-VHXH Nghia Dan, ngay 04 thang 8 nam 2025
V/v dinh chi luu hanh, thu héi va tiéu
hty my pham vi pham, thu hoi thube
Femancia

Kinh gri:
- Cac Tram Y té, cac xOm trén dia ban x4;
- Céc don vi kinh doanh, sir dung my pham trén dia ban.

Thuc hién cidc van ban cia S& Y té tinh Nghé An: Céng vin sb
3165/SYT-NVD ngay 24/07/2025 cua S& Y té vé viéc thu hoi, tiéu huy san
pham khong rd ngudn gdc, khong dat tiéu chuan chat lugng; Cong vin sb
3188/SYT-NVD ngay 26/7/2025 ctua S¢ Y té tinh Nghé An vé viéc thu hoi thude
Femancia, s6 ding ky: VD-27929-17.

Pé dam bao an toan cho ngudi sir dung, UBND x4 dé nghi cac tram y té, 22
x6m va cac don vi kinh doanh, sir dung my pham trén dia ban trién khai thuc hién
cac ndi dung sau:

1. Thu hoi, tiéu huy dbi véi 03 16 san pham:

1.1 Dau mu u Thai Duong, trén nhan ghi: SPK: 004405/23/CBMP-HCM,
T6 chirc chiu trach nhiém dua san pham ra thi truong: Cong ty TNHH duoc pham
bai Hung (Pia chi: Phong 14B03 toa nha Ruby Land, sb6 58/4 Liiy Ban Bich,
phudng Tan Théi Hoa, quan Tan Pha, TP. H6 Chi Minh), Chi nhanh Céng ty
TNHH san xuét thuong mai dich vu Contra - xuéng san Xuét (Pi1a chi: Sd 19,
duong 165, ap 5, xa Binh My, huyén Ci Chi, TP. H6 Chi Minh) san xuat, Cong ty
TNHH duoc pham Nam Thai Duong (Pia chi: 51/2A Thanh Thai, phuong 14,
quan 10, TP. Ho6 Chi Minh) phan phéi, véi thong tin 16 va quy cach dong goéi nhu
sau:
- S6 16: 06102024, NSX: 01/10/2024, HSD: 01/10/2027, quy cach dong goi:
chai 10ml;
-S4 16: 112411, NSX: 05/11/2024, HSD: 05/11/2027, quy cach dong goi:
chai 10ml;
- S6 16: 250212, NSX: 28/02/2025, HSD: 28/02/2028, quy cach dong goi:
chai 10ml;
- S6 16: 250215, NSX: 28/02/2025, HSD: 28/02/2028, quy cach dong goi:
chai 30ml;

Ly do thu hoi: San phadm khong rd ngudn gdc, khong dat tiéu chuin chat
lwong vé chi tiéu thé tich.
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1.2. Cac 16 thudc ddi véi thuéc Femancia; sé dang ky: VD-27929-17; dang
bao ché: vién nang cing; Hoat chat, nong do/ham luong: Sat nguyén t6 (dudi
dang Sat fumarat 305 mg) 100 mg; Acid Folic 350 mcg, do Cong ty C6 phan
Du’gc phﬁm Me Di Sun, dia chi: 521 Khu’ phd An Loi, Phuong Hoa Lo, Thér}h
pho H6 Chi Minh (dia chi cii: 52’1 th phd An Loi, Phuong Hoa Loi, Thi xa Bén
Cat, Tinh Binh Duong) san xuat ¢ tat ca co s¢ kinh doanh dugc, co s¢ kham
bénh, chita bénh va nguoi st dung (thudc vi pham & muac do 2).

Ly do: Thuc hién theo quy dinh tai diém b khoan 1 Biéu 62 Luat Dugc.

1.3. Céac san pham c6 thong tin ghi trén nhin Theophyllin extended - release

tablet (Theophylline 100mg), noi san )guét: Pharmacy Laboratories Plus, trén nhan
khong c6 thong tin vé GDKLH va/hodc s6 GPNK.

2.Dé nghi cac Tram Y té thong bao cho céac cac don vi kinh doanh, str dung
my pham trén dia ban do minh quan 1y thu hdi san phdm m¥ pham néu trén, kiém
tra va giam sat cac don vi thuc hién théng bao nay, giri bao cdo vé Phong Vin hoa
- X4 hoi (néu c6) trwde ngay 04/8/2025.

3. Céc ddng chi xom truong thong bao trén dai FM dia phuong, loa phat
thanh ctia x6m cho céc co s¢ kinh doanh, str dung thubc, Nhan dan trén dia ban
minh quan 1y biét, nglimg mua ban, sir dung cac san pham, my pham c6 thong tin
néu trén.

4. Yéu cau cac don vi kinh doanh, stir dung my pham trén dia ban xa ngimg
mua, ban va sir dung san pham, my pham c6 thong tin néu trén. Tién hanh ra soét,
thu hoi my pham, xtr 1y theo quy dinh (néu c6) trwée ngay 04/8/2025.

UBND x4 dé nghi cdc Tram y té, cac x6m, cac don vi kinh doanh, str dung
m¥ pham nghiém tic t6 chire trién khai thuc hién./. 4

Noi nhan:

- Nhu kinh gui;

- Chu tich UBND xa (b/c);

- Céac Pho Chu tich UBND x3;

- Luu: VT. W

Lé Thi Thu Hing
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