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S6: 2399 /QLD-MP Ha Ngi, ngay 19 thang g  ndm 2025

VIV dinh chi luu hanh, thu hdi
va tiéu hity my pham khong dat
chat lugong
Kinh guri: , ,

- S6 Y té céc tinh, thanh pho;

- COng ty c6 phan Fobelife (Dia chi: 137/14 Nguyén Quy Anh,
Phuwong Tan Son Nhi, TP. Ho Chi Minh; SPT: 0981888665);

- Cong ty TNHH cong nghé sinh hoc dugc my pham SJK (Pia
chi: L6 CN2, khu cong nghiép Phu Nghia, xa Phu Nghia, TP. Ha Noi; SDT:
0917888435).

Can ct Diéu 70 Nghi dinh s 117/2020/ND-CP ngay 28/9/2020 cuia Chinh phi
quy dinh xt phat vi pham hanh chinh trong linh vuc y té;

Can ct Diéu 2 Nghi dinh s6 124/2021/ND-CP ngay 28/12/2021 ctia Chinh phu
sira doi, bo sung mot s diéu ciia Nghi dinh s6 115/2018/ND-CP ngay 04/9/2018 cua
Chinh phti quy dinh xtr phat vi pham hanh chinh vé an toan thuc pham va Nghi dinh
s6 117/2020/ND-CP ngay 28/9/2020 cua Chinh phu quy dinh xir phat vi pham hanh
chinh trong linh vuc y té;

Can ct Piéu 45 Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cta Bo Y té
quy dinh vé quan 1y my pham,;

Can ctr Cong vin s6 17/BC-TTKN dé ngay 24/7/2025 cua Trung tam Kiém
nghiém thudc, my pham, thuc pham Binh Thuan - S¢ Y té tinh Lam Bong guri kém
Phiéu kiém nghiém s6 007/MP/2025/KT/KN ngay 24/7/2025 va hé so lién quan bao
cao 16 san pham Gel nhiét miéng Fobe Mouth Ulcer — Hop 1 tuyp 10g. Trén nhén ghi:
S6 tiép nhan Phiéu cong bd: 15527/23/CBMP-HN, Sb 16: 071124, NSX: 071124,
HSD: 071127, T6 chirc chiu trach nhiém dua san pham ra thi truong: Cong ty c6 phan
Fobelife (Dia chi: 137/1A Nguyén Quy Anh, Phuong Tan Son Nhi, TP. Ho Chi Minh),
Cong ty TNHH cong nghé sinh hoc dugc my pham SJK (Pia chi: L6 CN2, khu cong
nghiép Phu Nghia, xa Phi Nghia, TP. Ha N¢i) san xuat.

Mau m¥y pham trén do Trung tam Kiém nghiém thudc, my pham, thuc pham
Binh Thuan - S¢ Y té tinh Lam Péng lay mau tai Quay thudc Phuc Khang (Dia chi:
Thén Pha Xum, x3 Tuyén Quang, tinh Lam Dong) dé kiém tra chat lugng. Mau thi
khong dat chat lugng vé chi tiéu gidi han vi sinh vat.

Cuc Quan 1y Dugc thong bao:

1. Binh chi luu hanh, thu héi trén toan qudc 16 san pham Gel nhiét miéng Fobe
Mouth Ulcer — Hop 1 tuyp 10g. Trén nhdn ghi: S6 tiép nhan Phiéu cong bd:
15527/23/CBMP-HN, S 16: 071124, NSX: 071124, HSD: 071127, T6 chirc chiu
trach nhiém dua san pham ra thi truong: Cong ty ¢d phan Fobelife (Pia chi: 137/1A
Nguyén Quy Anh, Phuong Tan Son Nhi, TP. H6 Chi Minh), Cong ty TNHH céng



nghé sinh hoc duoc my pham SJK (Pia chi: L6 CN2, khu cong nghiép Phu Nghia, x4
Phu Nghia, TP. Ha N01) san xuat.

Ly do thu hoi: Mau kiém nghiém khong dat chét luong vé chi tiéu gidi han vi
sinh vat.

2. Bé nghi SO Y té cac tinh, thanh phd:

- Thong bao cho cac co so kinh doanh, st dung my pham trén dia ban ngimg
ngay viéc kinh doanh, str dung 16 san pham Gel nhi¢t miéng Fobe Mouth Ulcer — Hop
1 tuyp 10g néu trén va tra lai co s cung Gmg san pham;

- Tién hanh thu hi 16 va tiéu huy 16 san phdm vi pham néu trén; kiém tra, giam
sat cac don vi thyc hién thong bdo nay; xur ly cac don vi vi pham theo quy dinh hién
hanh.

3. Cong ty c6 phan Fobelife, Cong ty TNHH cong nghé sinh hoc dugc m§ pham
SJK phai:

- Gtri thong bao thu hdi téi nhimng noi phan phdi, stir dung 16 san pham Gel nhiét
miéng Fobe Mouth Ulcer — Hop 1 tuyp 10g néu trén; Tiép nhan san pham tra lai tir
cac co so kinh doanh va tién hanh thu hoi, tiéu huy toan bo 16 san pham khong dap
ung quy dinh.

- Gtri bao cdo thu hdi va tiéu hay 16 san pham Gel nhiét miéng Fobe Mouth
Ulcer — Hop 1 tuyp 10g néu trén vé Cuc Quan Iy Dugc trude ngay 18/9/2025.

4. Pé nghi S6' Y té TP. HO6 Chi Minh, S¢'Y té TP. Ha Nbi:

- Giam sat Cong ty co phan Fobelife, Cong ty TNHH cong nghé sinh hoc duoc
my pham SJK trong viéc thyuc hién thu hdi va tiéu hay 16 san pham Gel nhiét miéng
Fobe Mouth Ulcer — Hop 1 tuyp 10g khong dap g quy dinh.

- Kiém tra Cong ty c6 phan Fobelife, Cong ty TNHH céng nghé sinh hoc duoc
my pham SJK trong viéc chap hanh cac quy dinh cta phap luat vé quan 1y my pham
trong hoat dong san xuat, kinh doanh my pham; Xt 1y, xt phat vi pham theo quy dinh
hién hanh.

- Bao cao két qua kiém tra, giam sat vé Cuc Quan ly Dugc trudc ngay
03/10/2025.

Cuc Quan Iy Duoc thong bao dé cac So' Y té, Cong ty biét va trién khai thuc
hién./.
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