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““CUC QUAN LY DUQC Poc lap - Tw do - Hanh phtc

S6: 3137 /QLD-MP Ha Ngi, ngay 18 thang 09 nam 2024

Vv dinh chi luu hanh, thu héi va tiéu huy
my pham khong dat tiéu chuan chét luong

Kinh gui: ) )
- So Y té céc tinh, thanh phd truc thuoc Trung wong;
- COng ty c6 phan Hoa Binh Pharma;
(Bia chi: Xom Pong Sé, xd Nhudn Trach, huyén Liong Son, tinh Hoa Binh)
- Cong ty ¢b phan dugc my pham Tan Van Xuan.
(Pia chi: Xom Pong Sé, xi Nhudn Trach, huyén Lwong Son, tinh Hoa Binh)

Can ct Diéu 70 Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020 ctia Chinh
phii quy dinh xr phat vi pham hanh chinh trong linh vuc y té;

Cin ct Piéu 2 Nghi dinh sé 124/2021/ND-CP ngay 28/12/2021 cua Chinh
phu sira d6i, bd sung mot sd dicu cia Nghi dinh s6 115/2018/ND-CP ngay 04/9/2018
ctia Chinh phu quy dinh xir phat vi pham hanh chinh vé an toan thyc pham va Nghi
dinh s6 117/2020/ND-CP ngay 28/9/2020 ctia Chinh pht quy dinh xir phat vi pham
hanh chinh trong linh vuc y té;

Can ctr Piéu 45 Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 ctia Bo Y té
quy dinh vé quan ly my phém;

Cian cit Cong van s6 415/TTKN dé ngay 29/8/2024 cua Trung tam Kiém
nghiém thubc, my pham, thuc pham - S Y té tinh Quang Ngéi guri kém Phiéu kiém
nghiém s6 638/PKN ngay 29/8/2024 va ho so lién quan bao cao 16 san pham Kem
bdi da Thuan Maoc - Hop 1 tuyp 16g. Trén nhan ghi sb 16: 07/2024/NHB; NSX:
25/6/2024; HSD: 24/12/2026; SCB: 94/23/CBMP-HB; Té chitc chiu trach nhiém
dua san pham ra thj trudng: Cong ty ¢d phan Hoa Binh Pharma (Dia chi: X6m Ddng
S&, x4 Nhuan Trach, huyén Lwong Son, tinh Hoa Binh); Cong ty c¢6 phan dugc my
pham Tan Van Xuéan (Pja chi: X6m Pong S&, xa Nhuan Trach, huyén Lwong Son,
tinh Hoa Bmh) san xuat.

Mau m¥ pham trén do Trung tam Kiém nghi¢m thudc, my pham thuc pham
- S Y té tinh Quang Ngai ldy mau tai Phong chan tri y hoc co truyén Thanh Binh
(bia chi: 215 Nguyen Nghiém, thanh phé Quang Ngai, tinh Quang Ngal) dé kiém
tra chat luong. Mau thtr khong dat tiéu chuan chat luong vé chi tiéu giéi han vi sinh
vat trong my pham theo quy dinh.

Cuc Quan ly Dugc thong bao:

1. Pinh chi lvu hanh, thu héi trén toan qudc 16 san pham Kem bdi da Thuan
Méc - Hop 1 tuyp 16g. Trén nhan ghi s 16: 07/2024/NHB; NSX: 25/6/2024; HSD:
24/12/2026; SCB: 94/23/CBMP-HB; T6 chirc chiu trich nhi¢m dwa sin pham ra thi
truong: Cong ty ¢ phan Hoa Binh Pharma (Pia chi: X6m Pong S&, x4 Nhuan Trach,
huyén Luong Son, tinh Hoa Binh); Cong ty c6 phan duoc m§y pham Tan Van Xuén
(Pia chi: X6m Dé)ng S€, xa Nhuan Trach, huyén Luong Son, tinh Hoa Binh) san
xuat.



Ly do thu hdi: Mau kiém nghiém khéong dat tiéu chuan chét lugng vé
ve chi tiéu giai han vi sinh vat trong my pham theo quy dinh.

2. Pé nghi S6' Y té cac tinh, thanh phd truc thudc Trung uong:

- Thong bao cho cac co sd kinh doanh, sir dung my pham trén dia ban nging
ngay viéc kinh doanh, sir dung 16 san pham Kem boi da Thuan Mac - Hop 1 tuyp
169 néu trén va tra lai co so cung Gng san pham;

- Tién hanh thu héi 16 va tiéu hity 16 san phdm vi pham néu trén; kiém tra,
gidm sat cac don'vi thuc hién thong bdo nay; xur 1y cac don vi vi pham theo quy dinh
hién hanh.

3. Cong ty ¢ phan Hoa Binh Pharma, Cong ty c6 phan dugc my pham Tan Van
Xuan phar:

- Guri thong bao thu hdi téi nhitng noi phan phdi, sir dung 16 san pham Kem
bdi da Thuan Moc - Hop 1 tuyp 16g 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 tng quy
dinh.

- Giri bao cdo thu hoi va tiéu hay 16 san pham Kem bdi da Thuan Maoc - Hop
1 tuyp 16g néu trén vé Cuc Quan 1y Dugc trudc ngay 15/10/2024.

4. Pé nghi S¢' Y té tinh Hoa Binh:

- Kiém tra Cong ty co phan Hoa Binh Pharma, Cong ty ¢6 phan dugc m§ pham
Téan Van Xuan trong viéc chap hanh cac quy dinh cua phap luat vé quan 1y my pham
trong hoat dong san xuat, kinh doanh my pham; Xu 1y, xtr phat vi pham theo quy
dinh hién hanh.

- Giam sat Cong ty co phan Hoa Binh Pharma, Cong ty c6 phan dugc my pham
Tan Van Xuan trong viéc thuc hién thu hoi va tiéu huy Kem boi da Thuan Moc - Hop
1 tuyp 169 khong dap Gng quy dinh.

- Bao cao két qua kiém tra, giam sat vé Cuc Quan 1y Duoc trudc ngay
30/10/2024./.
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