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S6: 6995 /QLD-MP Ha Ngi, ngay 26 thang 12 ndm 2025

V/v dinh chi luu hanh, thu hoi va
tiéu huy my pham vi pham

Kinh gui:
- S& Y té céc tinh, thanh phé;

‘ - Cong ty co phan TNHH sén xuét thuong mai Vinapharma (Bia ch:
Tang 3 toa nha An Phu Plaza, so 117 - 119 Ly Chinh Thang, phuwong Xuén Hoa, TP. Ho Chi
Minh, SDT: 0909709288);

- Cong ty TNHH Bio Interngtional (Pia chi: 70 Dai Lo Déc Lap,
KCN Viét Nam - Singapore, phurong An Pha, TP. Ho Chi Minh, SDT: 0274.3767699).

Can cit Piéu 70 Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020 ciia Chinh pha quy
dinh x1r phat vi pham hanh chinh trong linh vuc y té;

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

Can ct Piéu 45, Diéu 46 Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 ctia Bo Y té
quy dinh vé quan Iy my pham;

Can ctr Cong van s6 70/BC-TTKN dé ngay 07/10/2025 caa Trung tam Kiém nghiém
thudc, my pham, thuc pham - S& An toan thyc pham TP. H6 Chi Minh gui kém Phiéu kiém
nghiém s6 1737-1025/TTKLN/PKN ngay 03/10/2025 va ho so lién quan bao cio 16 san
pham Gel tim & vé sinh Herbal Nano - Hop 1 chai 105g, trén nhan ghi Sé tiép nhan Phiéu
cong bb 162/22/CBMP-BD; S6 16: 010325; NSX: 03/03/2025; HSD: 03/03/2028; T6 chirc
chiu trch nhiém dwa san pham ra thi truong: Cong ty ¢6 phan TNHH san xuat thuong mai
Vinapharma (Pia chi: Tang 3 tda nha An Phi Plaza, s6 117 — 119 Ly Chinh Thang, phuong
V& Thi sau, Quan 3, TP. H6 Chi Minh. Nay la Tang 3 tda nha An Phl Plaza, sé 117 - 119
Ly Chinh Thang, phuong Xuan Hoa, TP. H5 Chi Minh); Cong ty TNHH Bio International
(Dia chi: 70 Pai L6 Boc Lap, KCN Viét Nam — Singapore, phuong An Pha, thanh phd Thuan
An, tinh Binh Duong. Nay 1a 70 Pai Lo Boc Lap, KCN Viét Nam - Singapore, phuong An
Pht, TP. Ho Chi Minh) san xuat.

MAu my pham trén do Trung tdm Kiém nghiém thuéc, my pham, thuc pham - S¢ An
toan thuc pham TP. H6 Chi Minh ldy mau tai Cong ty c6 phan dugc pham FPT Long Chau
- Pia diém kinh doanh Nha thuéc Long Chau 16 (Pia chi: S5 91 duong Thanh Thai, Phuong
14, Quan 10, TP. H6 Chi Minh) dé kiém tra chat lwong. Mau thir chira 2 - Phenoxyethanol
khong c6 trong thanh phan cong thirc san pham di dugc cap so tiép nhan Phiéu cong bd san
pham my pham.

Theo van thu s6 181125/BIO-BC ngay 19/11/2025 cia Céng ty TNHH Bio
International kém céc tai liéu lién quan: L6 san phim Gel tim & vé sinh Herbal Nano - Hop
1 chai 105g néu trén san xuat c6 thanh phan 2 - Phenoxyethanol. Thanh phan cdng thirc san
pham san xuit thyuc té khéng dung vai thanh phan cng thirc trén Phiéu cong bd san pham my
pham va trén nhan san pham luu hanh.

Cuc Quan ly Duoc thong béo:

1. Pinh chi luu hanh, thu hdi trén toan qudc 16 san pham Gel tim & vé sinh Herbal
Nano - Hop 1 chai 105g, trén nhan ghi Sé tiép nhan Phiéu cong bd 162/22/CBMP-BD; Sb
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16: 010325; NSX: 03/03/2025; HSD: 03/03/2028; T6 chirc chiu trach nhiém dua san pham
ra thi truong: Cong ty 6 phan TNHH san xuat thuong mai Vinapharma (bia chi: Tang 3 toa
nha An Phi Plaza, so6 117 - 119 Ly Chinh Thang, phuong VO Thi sau, Quan 3, TP. Ho Chi
Minh. Nay la Tang 3 tda nha An Phi Plaza, s6 117 - 119 Ly Chinh Thang, phuong Xuan
Hoa, TP. H6 Chi Minh); Céng ty TNHH Bio International (Pia chi: 70 bai L6 Boc Lap,
KCN Viét Nam - Singapore, phuong An Phu, thanh pho Thuan An, tinh Binh Duong. Nay
1a 70 Pai Lo Boc Lap, KCN Viét Nam - Singapore, phuong An Phd, TP. H6 Chi Minh) san
xuat.

Ly do thu hdi: M§ pham luu thong c6 cong thirc khong ding nhu hd so di cong bd.

2. Bé nghi S6'Y té cac tinh, thanh phd:

- Thong bao cho cac co s¢ kinh doanh, sur dung my pham trén dia ban nging
ngay viéc kinh doanh, str dung 16 san pham Gel tim & v¢ sinh Herbal Nano - Hop 1 chai
1059 néu trén va tra lai co s& cung Gng san pham;

- Tién hanh thu hoi va tiéu hity 16 san pham vi pham néu trén; kiém tra, gidm sat cac don
vi thuc hién thong bao nay; xur Iy cac don vi vi pham theo quy dinh hi¢n hanh.

3. Cong ty c6 phan TNHH san xuét thuong mai Vinapharma, Céng ty TNHH Bio
International phai:

- Gui thong bao thu hdi t6i nhimng noi phan phéi, str dung 16 san pham Gel tim & vé
sinh Herbal Nano - Hop 1 chai 105g néu trén; Tiép nhan san pham tra lai tir cac co so kinh
doanh va tién hanh thu hoi, tiéu hay toan bo 16 san pham khong dap uing quy dinh.

- Giri bao cdo thu hoi va tiéu huy 16 san pham Gel tim & vé sinh Herbal Nano - Hop 1
chai 105g néu trén vé Cuc Quan ly Duogc trude ngay 23/01/2026.

- Rasoét cho tat ca cac 16 da san xuat san pham Gel tim & vé sinh Herbal Nano dé thu
hoi d6i véi 16 san xuat khac ¢d 18i twong tu nhu 16 san pham néu trén; bao cao Cuc Quan ly
Duoc trudc ngay 07/01/2026. Cong ty c6 trach nhiém bao dam tinh chinh xac néi dung béao
cao.

4. Dé nghi So'Y t& TP. H6 Chi Minh:

- Giam sét Cong ty ¢6 phan TNHH san xuat thuong mai Vinapharma, Cong ty TNHH
Bio International trong viéc thuc hién thu hoi va tiéu huy 16 san pham Gel tam & vé sinh
Herbal Nano - Hop 1 chai 1059 khong dap ing quy dinh.

- Thu hoi s6 tiep nhan Phicu cdng bo san pham my pham 162/22/CBMP-BD theo quy
dinh tai diém b khoan 1 DBiéu 46 Thong tu s6 06/2011/TT-BYT.

- Kiém tra COng ty ¢6 phan TNHH san xuét thuong mai Vinapharma, Cong ty TNHH
Bio International trong viéc chap hanh cac quy dinh cua phap luat v€ quan Iy my pham trong
hoat dong san xuat, kinh doanh my pham; Xt 1y, xtr phat vi pham theo quy dinh hién hanh.

- Bao céo két qua kiém tra, giam sat vé Cuc Quan 1y Duoc trude ngay 07/02/2026.

Cuc Quan ly Dugc thong bao dé cac SO Y té, Cong ty biét va trién khai thyc hién./.

Noi nhgn: KT. CUC TRUONG
-Nhurtrén; PHO CUC TRUONG
- Cuc trudng (dé b/c); o -

- Cuc QL&PTTT trong nudc — Bo Cong Thuong;
- VKNT TW, VKNT TP. HCM (dé biét); 1</ cu
- Trang TTPT Cuc QLD; (9 QUAK
- Luu: VT, MP (XH).

> Fa Manh Hung
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