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> on 7 'CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc

S6: 3188 /QLD-MP Ha Ngi, ngay 26 thang 09 ndm 2024
VIV dinh chi luu hanh, thu hoi va tiéu
htry my pham khong dat tiéu chuén
chat luong
Kinh guri:
-S6'Y té cac tinh, thanh phd truc thudc Trung vong;
- Cong ty c¢b phan Oceanpharma;
(Dia chi: O45- LK1, KDTM An Hung, phurong Duong Noi, Qudan Ha Pong, Ha Noi)
- Cong ty TNHH Duoc My pham Quang Xanh.
(Dia chi: Thon Hanh Lac, Thi tran Niwe Quynh, huyén Van Lam, tinh Hung Yén)
Cén ctr Diéu 70 Nghj dinh s6 117/2020/ND-CP ngay 28/9/2020 cua Chinh phu
quy dinh x1r phat vi pham hanh chinh trong linh vyc y té;
Cin ct Diéu 2 Nghl dinh s6 124/2021/ND-CP ngay 28/12/2021 cua Chinh phu
stra d6i, bo sung mot s6 didu cua Nghi dinh s6 115/2018/ND-CP ngay 04/9/2018 cua
Chinh phu 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 cta Chinh phu quy dinh xu phat vi pham hanh
chinh trong linh vuc y t¢;

Can ctr Diéu 45 cia Thong tu s0 06/2011/TT-BYT ngay 25/01/2011 cia B Y
té& quy dinh vé& quéan 1y my pham

Cin ctr Cong vin s6 565/KH-KHDV dé ngay 12/9/2024 cia Trung tam Kiém
nghiém thudc, my pham, thyc pham - S& Y té tinh Thira Thién Hué, gu:l kém Phiéu
kiém nghiém s6 24ML778 ngay 12/9/2024 va ho so lién quan bao cao 10 san pham
RAILEZA — Hop 1 chai 120ml (trén nhan ghi thong tin SO cong bd: 94/22/CBMP-
HY; S6 16: 062024; NSX: 18/03/2024; HSD: 17/03/2024); Cong ty chiu trach nhi¢m
dua san pham ra thi truong: Cong ty c6 phan Oceanpharma, dia chi: O 45- LK1,
KDTM An Hung, phuong Duong Noi, Quan Ha Dong, Ha Noi; Nha san Xuat: Cong
ty TNHH Dugc My pham Quang Xanh, dia chi: Thon Hanh Lac, thi tran Nhu Quynh,
huyén Van Lam, tinh Hung Yén.

Mau san pham trén do Trung tim Kiém nghiém thudc, my pham, thyc pham -
S¢ Y té tinh Thira Thién Hué lay mu tai Nha thudc Long Chéau 468 (bia chi: 198
Nguyén Trai, phuong Tay Loc, thanh pho Hué, tinh Thura Thién Hué) dé kiém tra chat
luong. Mau thir khong dat tiéu chuén chat luong vé gidi han vi sinh vat trong m§ pham
theo quy dinh.

Theo Phiéu cong bb: 94/22/CBMP-HY di dugc So Y té tinh Hung Yén cap cho
san pham RAILEZA ké khai thanh phan cong thirc san pham 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 khiét”.

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

Permethrin, sé ding ky CAS No: 52645-53-1 (Tén hoéa hoc: (#)-3-
phenoxybenzyl 3-(2,2-dichlorovinyl)-2,2-dimethylcyclopropanecarboxylate) dugc su
dung vai vai tro la thuoc diét con trung, thuoc ho thuoc Pyrethroid nam trong danh



sach céc thudc thiét yéu cua To chic Y té Thé gigi (WHO), xép vao nhdm thuéc diét
con trung (Ma ATC: POBAC04)

Can ctr quy dinh vé phan loai 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 khéng duoc phan loai 13 san
pham my pham.

Cuc Quan ly Duogc thong bao:

1. Dinh chi Iuu hanh, thu hoi trén toan quoc san pham RAILEZA, s6 }iép nhan
Phicu cong bo: 94/22/CBMP-HY; Cong ty chiu trach nhi¢m dua san pham ra thi
truong: Cong ty c6 phan Oceanpharma, dia chi: O 45- LK1, KDTM An Hung, phuong
Duong Noi, Quan Ha Dong, Ha Noi; Nha san XUAt: Cong ty TNHH Duoc My pham
Quang Xanh, dia chi: Thon Hanh Lac, thi train Nhu Quynh, huyén Van Lam, tinh Hung
Yén.

Ly do thu hdi: Mau thir khong dap ung yéu cau chat luong vé chi tiéu giéi han
vi sinh vét trong my phim theo quy dinh; San pham khéng duoc phan loai la san
pham my pham

2. P& nghi S&' Y té cac tinh, thanh phd truc thudc Trung uong:

- Thong bao cho cac co s¢ kinh doanh, st dung my pham trén dia ban ngimg
ngay vi¢c kinh doanh, st dung san pham RAILEZA néu trén va trd lai co s¢ cung tmg
san pham;

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

3. Cong ty c6 phan Oceanpharma, Cong ty TNHH Duoc My pham Quang Xanh
phai:

- Gui thong béo thu hdi t6i nhiing noi phan ph01 su dung san pham RAILEZA
néu trén; Tiép nhan san pham tra lai tir cdc co sé kinh doanh, tién hanh thu hoi va tiéu
huy toan bo san pham khong dép tmg quy dinh.

- Guri bao c4o thu hdi san pham RAILEZA néu trén vé Cuc Quan Iy Dugc trude
ngay 24/10/2024.

4. Bé nghi S¢'Y té Ha Noi, S& Y té tinh Hung Yén:

- Giam sat Cong ty cf) phan Oceanpharma, Cong ty TNHH Duogc My pham
Quang Xanh thyc hién thu hoi san pham RAILEZA khong déap ung quy dinh.

- Kiém tra Cong ty ¢6 phan Oceanpharma, Cong ty TNHH Dugc My pham
Quang Xanh trong vi¢c chap hanh céac quy dinh cua phap luét vé quan 1y my pham
trong hoat dong san xuat, kinh doanh my pham. Xtr 1y, xir phat vi pham theo quy dinh
hién hanh va bao co két qua vé Cuc Quan ly Dugc trudc ngay 09/11/2024./.

Noi nhgn: KT. CUC TRUONG
-Nhutrén; PHO CUC TRUONG
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- Trang TTDT Cuc QLD;
- Luu: VT, MP (XH).
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