A B ) BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
" CUC QUAN LY DUQC Péc lap - Tw do - Hanh phdc

S6: 9698 /QLD-MP Ha Ngi, ngay 11 thdng 10 ndam 2023
VIV dinh chi luu hanh, thu héi my
pham khong dat tiéu chuan chat luong
Kinh gui:
- S& Y té cac tinh, thanh phé truc thudc Trung wong;

- Cong ty TNHH duoc pham Health & Automatic
(Pia chi: O 37, L6 5 Pé Lir 2, Phuong Hoang Vian Thu, Qudn
Hoang Mai, Thanh pho Ha Noi)

Can ct quy dinh tai Piéu 70 Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020
ciia’Chinh phu quy dinh x{r phat vi pham hanh chinh trong linh vuc y té;

Can ct Piéu 2 Nghi dinh s6 124/2021/ND-CP ngay 28/12/2021 ctia Chinh
phu stra doi, bé sung mot s diéu cua Nghi dinh s6 115/2018/ND-CP ngay
04/9/2018 ctia Chinh pha quy dinh xir phat vi pham hanh chinh vé an toan thuc
pham va Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020 ctia Chinh phu quy dinh
XU phat vi pham hanh chinh trong linh vyc y té;

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

Can cir Cong vin sb 148/BC-TTKNTMPTP dé ngay 13/4/2023 cua Trung
tam Kiém nghiém Thuéc, My pham, Thuc pham tinh Bic Kan gari kém Phiéu kiém
nghiém sé 2023LMP-086 ngay 13/4/2023 va ho so lién quan bao cao 16 san pham
kem boi ngoai da MOC BI — Tuyp 13g (S6 16: 07.2022; NSX: 26/04/2022; HSD:
15/04/2024; S6 cong bd: 7584/20/CBMP-HN; do Cong ty TNHH nghién ctru va
phat trién Dugc, My pham Thinh Viét Pharma (dia chi: Thon Kim Pai 1, X& Kim
Son, Thi x4 Son T4y, Thanh phé Ha Noi) san xuat; Cong ty TNHH duoc pham
Health & Automatic (dia chi: O 37, Lo 5 Bé Lir 2, Phuong Hoang Van Thy, Quan
Hoang Mai, Thanh phé Ha Noi), chiu trach nhiém dua san phém ra thi truong.

Mau my pham trén do Trung tdm Kiém nghiém Thudc, My pham, Thuc
pham tinh Bac Kan lay mau tai Quay thuéc Thu Diéu (Pia chi: T6 11, Thi tran
Podng Tam, huyén Cho méi, Bac Kan) dé kiém tra chat lwong. Mau thir khong dat
tiéu chuan chét luong vé chi tiéu vé tong sd vi sinh vat dém duoc.

Cuc Quan ly Dugc thong bao:

1. Binh chi luu hanh, thu hdi trén toan qudc 16 san pham kem bdi ngoai da
MOC BI — Tuyp 13g (S6 16: 07.2022; NSX: 26/04/2022; HSD: 15/04/2024; Sb
cong bd: 7584/20/CBMP-HN; do Cong ty TNHH nghién ctru va phat trién Dugc,
M§ phém Thinh Viét Pharma (dia chi Thon Kim Pai 1, Xa Kim Son, Thi xa Son
Tay, Thanh phd Ha Noi) san xuat va Cong ty TNHH dugc pham Health &
Automatic (dia chi O 37, L6 5 Dé Lir 2, Phuong Hoang Vian Thy, Quan Hoang Mai,
Thanh phd Ha Nbi) chiu trach nhiém dua san phim ra thi truong.



Ly do thu hdi: Mau thir khong dat tiéu chuan chat luong vé chi tiéu vé tong
sO vi sinh vat dem duoc.

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

- Thong bao cho céac co so kinh doanh, sir dung my pham trén dia ban ngimg
ngay viéc luu thong; st dung 16 kem bdi ngoai da MOC BI — Tuyp 13g néu trén va
trd lai co s¢ cung irng san pham,;

- Tién hanh thu hdi 16 san pham vi pham néu trén; kiém tra, giam sat cac don
vi thuc hién thong bao nay; xu Iy cac don vi vi pham theo quy dinh hi¢n hanh.

3. Cong ty TNHH duoc pham Health & Automatic phai:

- Gri thong bao thu hoi téi nhitng noi phan phdi, sir dung 16 san pham kem
bdi ngoai da MOC BI — Tuyp 13g néu trén; Tiép nhan san pham tra lai tir cc co sé
kinh‘doanh va tién hanh thu hoi, tiéu huy toan bo 16 san pham khong dap tmg quy
dinh.

- Gui bao cao thu hdi 16 san pham kem bdi ngoai da MOC BI — Tuyp 13g
néu trén vé Cuc Quan ly Dugc trudc ngay 10/11/2023.

4. Pé nghi SO Y té Thanh phd Ha Noi:

- Kiém tra Cong ty TNHH du’orc pham Health & Automatic trong viéc chap
hanh cic quy dinh cta phap luat vé quan Iy my pham trong hoat dong san xuét,
kinh doanh my pham.

- Giam sat cac cong ty thyc hién thu hoi 16 san pham kem boi ngoai da MOC
Bl — Tuyp 13g khong dap tmg quy dinh; Xir ly, xir phat vi pham theo quy dinh hién
hanh va bao cao két qua vé Cuc Quan Iy Duoc trudc ngay 24/12/2023./.

Noi nhg?n: KT. CUC TRUONG
-Nhwwen;, _PHO CUC TRUONG
- Cuc trudng (dé b/cao); o A C AN -

- VKNT TW, VKNT Tp. HCM (dé biét); X

- Trang TTDT Cuc QLD;
- Luu: VT, MP (MH).

7 Ta Manh Hung
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