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w0 CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phic

S6: 3188 /QLD-MP Ha Noi, ngay 26 thang 09 ndm 2024
V/v dinh chi luu hanh, thu hdi va tiéu
hay m§ pham khong dat tiéu chuan
chét luong

Kinh guri:
- S&'Y té céc tinh, thanh phd truc thudc Trung wong;
- Cong ty ¢ phan Oceanpharma;
(Dia chi: O45- LK1, KDTM An Hung, phuong Duong Noi, Quan Ha Pong, Ha Noi)
- Cong ty TNHH Duoc M}N/,phém Quang Xanh.
(Dia chi: Thon Hanh Lac, Thi tran Nhwe Quynh, huyén Van Lam, tinh Hung Yén)
Cin cir Diéu 70 Nghj dinh s6 117/2020/ND-CP ngay 28/9/2020 cua Chinh phu
quy dinh xtr phat vi pham hanh chinh trong linh vuc y t¢;

Can ctr Diéu 2 Nghi dinh 5O 124/2021/ND-CP ngay 28/12/2021 cua Chinh phu
stra d6i, bd sung mot sd diéu cuia Nghi dinh sd 115/2018/ND-CP ngay 04/9/2018 cua
Chinh pha quy dinh xr phat vi pham hanh chinh vé an toan thuc phdm va Nghi dinh
sO 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 Diéu 45 ctia Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 ctia BO Y
teé quy dinh vé quan ly my pham,;

Can cir Cong vin sb 565/KH-KHDV dé ngay 12/9/2024 cia Trung tim Kiém
nghiém thubc, my pham, thuc phdm - S¢ Y té tinh Thira Thién Hué, giri kém Phiéu
kiém nghiém s6 24ML778 ngay 12/9/2024 va hd so lién quan bao cao 16 san pham
RAILEZA — Hgp 1 chai 120ml (trén nhan ghi thong tin Sb cong bd: 94/22/CBMP-
HY; S6 16: 062024; NSX: 18/03/2024; HSD: 17/03/2024); Cong ty chiu trach nhiém
dua san pham ra th1 truong: Cong ty cd phan Oceanpharma, dia chi: O 45- LK1,
KDTM An Hung, phuong Duong No6i, Quan Ha Pong, Ha Noi; Nha san xuat: Cong
ty TNHH Duoc My ph'?lm Quang Xanh, dia chi: Thon Hanh Lac, thi tran Nhu Quynh,
huyén Van Lam, tinh Hung Yén.

M4u san pham trén do Trung tdm Kiém nghiém thudc, my pham, thuc pham -
S¢ Y té tinh Thira Thién Hué ldy mau tai Nha thuc Long Chéau 468 (Dia chi: 198
Nguyén Trai, phuong Tay Loc, thanh pho Hué, tinh Thtra Thién Hué) dé kiém tra chat
lwong. Mau thir khong dat tiéu chuan chat lu’ong vé giéi han vi sinh vat trong my pham
theo quy dinh.

Theo Phiéu cong bd: 94/22/CBMP-HY di duoc S Y té tinh Hu’ng Yén cép cho
san pham RAILEZA ké khai thanh phan cong thirc san phadm bao gém “Natri clorid,
Sodium cacboxymethyl cellulose, Permethrin 1%, Vitamin E, Propan 1,2,3-triol
sodium ether monolauryl sulphat, Coco betain, Acid oleic, Polyquatenium 10,
Glycerine, Natri benzoate, Tetra sodium ETDA, Nudc tinh Kkhiét”.

Trén nhan san pham RAILEZA ghi: “Permethrin 1%”, “Ddi twong sir dung: nguoi
bi ngira, chdy, ghé, ky sinh tring trén da”.

Permethrin, s ding ky CAS No: 52645-53-1 (Tén hoa hoc: (2)-3-
phenoxybenzyl 3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropanecarboxylate) dugc sur
dung vo1 vai trd 1a thude diét con trung, thudc ho thudc Pyrethroid nam trong danh



sach cac thude thiét yéu cta T6 chie Y té Thé gidi (WHO), xép vao nhom thube diét
con trung (Ma ATC: PO3ACO4)

Cin ctr quy dinh vé phan logi san pham my pham tai Thong tu s6 06/2011/TT-
BYT ngay 25/01/2011 cua BO Y té quy dinh vé quan Iy my pham va Hiép dinh Hoa
hop my pham ASEAN, san pham RAILEZA néu trén khong dugc phan loai 14 san
pham my pham.

Cuc Quan ly Duoc thong bao:

1. PBinh chi lvu hanh, thu hdi trén toan qudc san pham RAILEZA, sb tlep nhan
Phiéu cong bd: 94/22/CBMP-HY; Cong ty chiu trach nhiém dua san pham ra thi
truong: Cong ty cd phan Oceanpharma dia chi: O 45- LK1, KDTM An Hung, phuong
Duong N6i, Quan Ha Pong, Ha Noi; Nha san xuat: Cong ty TNHH Dugc My pham
Quang Xanh, dia chi: Thon Hanh Lac, thi tran Nhu Quynh, huy¢n Van Lam, tinh Hung
Yén.

Ly do thu hdi: Mau thir khong dap tng yéu cau chat lugng vé chi tiéu giéi han
vi sinh vt trong my phim theo quy dinh; San pham khong dugc phan loai 13 san
pham my pham

2. Dénghi S¢' Y té cac tinh, thanh phd tryc thudc Trung vong:

- Thong bao cho céc co s kinh doanh, sir dung m§y pham trén dia ban ngimg
ngay viéc kinh doanh, str dung san pham RAILEZA néu trén va tra lai co s cung ing
san pham;

- Tién hanh thu hoi san pham vi pham néu trén; kiém tra, giam sat cac don
v1 thuc hién thong bao nay; xu ly cadc don vi vi pham theo quy dinh hién hanh.

3. Cong ty ¢6 phan Oceanpharma, Cong ty TNHH Duoc M§ phdm Quang Xanh
phai:

- Gui thong bao thu h01 ti nhitng noi phan phéi, sir dung san pham RAILEZA
néu trén; Tiép nhan san pham tra lai tir cic co so kinh doanh, tién hanh thu hdi va tiéu
hay toan bo san pham khong dap tng quy dinh.

- Gtri bao céo thu hdi san pham RAILEZA néu trén vé Cuc Quan Iy Dugc trude
ngay 24/10/2024.
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- Giam sat Cong ty c6 phan Oceanpharma, Cong ty TNHH Dugc My pham
Quang Xanh thyc hién thu h01 san pham RAILEZA khong dap ting quy dinh.

- Kiém tra Cong ty ¢ phan Oceanpharma Cong ty TNHH Dugc My pham
Quang Xanh trong viéc chap hanh cac quy dinh cta phap luat vé quan Iy my phadm
trong hoat dong san xuqt kinh doanh my pham. Xt 1y, xtr phat vi pham theo quy dinh
hién hanh va bao cdo két qua vé Cuc Quan ly Dugc trudc ngay 09/11/2024./.
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