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e/ i BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
e CUC QUAN LY DUQC Dgc 1ap - Tu do - Hanh phuc
S6: 11744 IQLD-MP Ha Néi, ngay 03 thang 11 ndam 2022

V/v dinh chi Ivu hanh, thu hoi san phim

khong dat tiéu chudn chét lirong

Kinh guri:
- S6Y té cac tinh, thanh phé truc thuoc Trung vong;
- Cong ty TNHH dugc Vietpharma; ‘
(Pia chi: Tang 14, Toa nha HM Town, 412 Nguyen Th; Minh Khai, P. 05, Q. 3, Tp. Ho Chi Minh)
- Céng ty TNHH Bio International;
(Pia chi: 70 Dai o Doc Ldap, KCN Viét Nam - Singapore, P. An Phl, Tp. Thudn An, T. Binh Duong)

Can cr Piém b, Khoan 1 Diéu 45 cua Thong tu sé6 06/2011/TT-BYT ngay
25/01/2011 ctua BO Y té quy dinh vé quan Iy my pham;

Can ctt Cong vin s6 134/TTKN ngay 17/10/2022 cta Trung tdm kiém nghiém
Dugc pham, My pham tinh An Giang, Phiéu kiém nghiém s6 591/TTKN-LM-2022 ngay
17/10/2022 va hd so lién quan bao céo két qua kiém nghiém san pham Lanette herbal -
Gel v¢ sinh phu ntr (Sé 16: 051121; NSX: 06/11/2021; HSD: 06/11/2024); trén nhan
mau thir ghi théng tin: SCB: 346/21/CBMP-BD; San xuit tai Viét Nam; Cong ty chiu
trach nhiém dua san pham ra thi truong: Cong ty TNHH dugc Vietpharma (B/c: Tang
14, Toa nha HM Town, 412 Nguyén Thi Minh Khai, P. 05, Q. 3, Tp. H6 Chi Minh).

MAau my pham trén do Trung tdm kiém nghiém Duoc pham, My pham tinh An
Giang léy mau tai Quﬁy thude Héng Phuc (DPia chi: S6 18 Tran Khanh Du, thi tran Cai
Dau, huyén Chau Phu, tinh An Giang) dé kiém tra chét lugng. Mau thir khéng dép tng
yéu cau chat lugng vé gi6i han vi sinh vét trong my pham (chi tiéu tong s6 vi sinh vt
dém dugc) theo quy dinh tai Thong tu sb 06/2011/TT-BYT ngay 25/01/2011 va Hiép
dinh my pham ASEAN.

Tai Phiéu cong b san pham m§ pham Lanette Herbal Gel vé sinh phu nix ¢6 sé tiép
nhan 346/21/CBMP-BD ngay 20/10/2021 do S¢ Y té tinh Binh Dwong cap néu nha san
xuat 1a Céng ty TNHH Bio International (Pia chi: 70 Pai 16 doc lap, Khu céng nghiép Viét
Nam - Singapore, P. An Pha, Tp. Thuan An, tinh Binh Duong); T6 chtc chiu trach nhiém
dwa san phim ra thi truong 1a Cong ty TNHH Duoc Vietpharma (DPia chi: Tang 14, Toa
nha HM Town, 412 Nguyén Thi Minh Khai, P. 05, Q. 3, Tp. Ho Chi Minh).

Cuc Quan 1y Dugc thong bao:

1. Pinh chi luu hanh, thu hoi trén toan qudc 16 san pham Lanette herbal - Gel vé
sinh phu nit (S6 16: 051121; NSX: 06/11/2021; HSD: 06/11/2024); trén nhan mau thu
ghi thong tin: SCB: 346/21/CBMP-BD; San xuét tai Viét Nam; Cong ty chiu trach nhiém
dua san pham ra thi truong: Cong ty TNHH dugc Vietpharma (B/c: Tang 14, Toa nha
HM Town, 412 Nguyén Thi Minh Khai, P. 05, Q. 3, Tp. H6 Chi Minh).



Ly do thu hoi: L6 san pham Lanette herbal - Gel vé sinh phy nit khong dap tng
y&u cau chit luong vé gidi han vi sinh vét trong my pham (chi tiéu tong sé vi sinh vat
dém duoc) theo quy dinh tai Théng tu s6 06/2011/TT-BYT ngay 25/01/2011 cua Bo Y
té quy dinh vé quan ly my pham va Hiép dinh my pham ASEAN.

2. SO Y té cac tinh, thanh phd truc thudc Trung wong thong bao cho cac co s
kinh doanh, sir dung san pham trén dia ban ngimg ngay viéc luu thong, st dung 16 san
pham néu trén, tra vé co sd cung tmg san pham va tién hanh thu hoi 16 san pham nay;
kiém tra, giam sat cac don vi thyc hi¢n thong bdo nay; xir 1y cadc don vi vi pham theo
quy dinh hién hanh.

3. Cong ty TNHH dugc Vietpharma, Cong ty TNHH Bio International phai:

- Giri thong bao thu héi toi nhitng noi phan phdi, str dung 16 san pham néu trén;
Tiép nhan san pham tra vé tir cdc co s& kinh doanh va tién hanh thu hoi toan b 16 san
pham khéng dap tng quy dinh.

- Guri bao cdo thu hoi 16 san pham khong dap tng quy dinh vé Cuc Quan 1y Dugc
trude ngay 30/11/2022.

4. Pé nghi S6 Y té Tp. HO Chi Minh, So' Y té tinh Binh Duong;

- Kiém tra Cong ty TNHH duoc Vietpharma, Cong ty TNHH Bio International
trong viéc chap hanh cac quy dinh cta phép lut vé quan Iy my pham trong hoat dong
san xuét, kinh doanh m§ pham.

- Giam sat viéc thu hoi 16 my pham khong dap tmg quy dinh; Xt 1y, xr phat vi
pham theo quy dinh hién hanh va bao céo két qua vé Cuc Quan ly Duoc trudc ngay
15/12/2022.1.

Noi nhén: KT. CUC TRUONG
-Nhu trén; q PHO CUC TRUONG
- CTr. Vi Tuan Cuong (dé b/céo); T X P

- VKNT TW, VKNT Tp. HCM (d8 biét); D -

- Trang TTDT Cuc QLD;

- Luu: VT, PCTTr, MP (C).

N3 w/’fza Manh Hung
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