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S6: 4848 JQLD-MP Ha Ngi, ngay 12 thang 05ndm 2023
VIV dinh chi Ivu hanh, thu hdi my
pham khong dat tiéu chuan chat luong

Kinh gui:
- S6'Y té cac tinh, thanh phd truc thudc Trung wong;

- Cong ty ¢6 phan Oceanpharma;
(Pia chi: O 45- LK1, KPTM An Hung, phwong Dwong Néi, Qudn
Ha Pong, Ha Noi)
- Cong ty TNHH Duoc My pham Quang Xanh.
(Pia chi: Thén Hanh Lac, Thi tran Nhw Quynh, huyén Van Lam,
tinh Hung Yén)

Can ctr quy dinh tai Diéu 70 Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020
cua Chinh phu quy dinh xt phat vi pham hanh chinh trong linh vuc y té;

Cin ct Diéu 2 Nghi dinh s6 124/2021/ND-CP ngay 28/12/2021 ctia Chinh phi
stra doi, bo sung mot s diéu ciia Nghi dinh s6 115/2018/ND-CP ngay 04/9/2018 cia
Chinh phu quy dinh xtr phat vi pham hanh chinh vé an toan thuc phém va Nghi dinh
s6 117/2020/ND-CP ngay 28/9/2020 ctia Chinh pha quy dinh xir phat vi pham hanh
chinh trong linh vuc y té:

Can ci Diéu 45 cta Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 ciia B Y
té quy dinh vé quan 1y my pham;

Can cir Cong vin sd 34/TTKN dé ngay 27/3/2023 cta Trung tim Kiém nghiém
Dugc pham, My phim An Giang, gti kém Phiéu kiém nghiém s6 219/TTKN-LM-
2023 ngay 27/3/2023 va hd so lién quan bao céo 16 san pham RAILEZA — Hop 1 chai
120ml (trén nhén ghi théng tin S6 CB: 94/22/CBMP-HY’; S6 16: HCM.122022; NSX:
01/12/2022; HSD: 30/11/2025); Cong ty chiu trach nhiém dua san pham ra thi truong:
Cong ty cb phan Oceanpharma, dia chi: O 45- LK1, KDTM An Hung, phuong Duong
Noi, Quan Ha Bong, Ha No6i; Nha san XUAL: Cong ty TNHH Duogc My phém Quang
Xanh, dia chi: Thon Hanh Lac, Thi tran Nhu Quynh, huyén Van Lam, tinh Hung Yén.

MAau my pham trén do Trung tdm Kiém nghiém Duoc pham, My phim An
Giang lay mau tai Nha thuoc Trung Son An Giang 12 (Pia chi: S6 160, Tran Phu, ap
Pha Hitu, TT. Pha Hoa, huyén Thoai Son, An Giang) dé kiém tra chat lugng. Mau thir
khong dat ti€u chuan chat lugng vé gidi han vi sinh vat trong my pham theo quy dinh.

Cuc Quan ly Duoc thong bao:

1. Pinh chi lvu hanh, thu héi trén toan qudc 16 san pham RAILEZA — Hop 1
chai 120ml (trén nhan ghi thong tin S6 CB: 94/22/CBMP-HY; S6 16: HCM.122022;
NSX: 01/12/2022 HSD: 30/11/2025); Cong ty chiu trach nhiém dua san pham ra thi

truong: Cong ty c¢6 phan Oceanpharma, dja chi: O 45- LK1, KDTM An Hung, phudng
Duong Noi, Quan Ha Pong, Ha Noi; Nha san xuat: Cong ty TNHH Duoc My pham



Quang Xanh, dia chi: Thon Hanh Lac, Thi tran Nhu Quynh, huyén Van Lam, tinh
Hung Yeén.

Ly do thu hoi: MAu kiém nghiém khong dat tiéu chuan chat luong vé gi6i han
vi sinh vat trong my pham theo quy dinh.

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

- Thong bad cho cac co sé kinh doanh, str dung my pham trén dia ban ngimg
ngay viéc kinh doanh, sir dung 16 san pham RAILEZA — Hop 1 chai 120ml néu trén
va tra lai co sé'cung rng san pham,;

- Tién hanh thu héi 16 san phdm vi pham néu trén; kiém tra, giam sat cac don
vi thuc hi€n thong bdo nay; xur Iy cadc don vi vi pham theo quy dinh hi€n hanh.

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

- Guri thong béo thu hoi ti nhiing noi phan phoi, st dung 16 san pham RAILEZA
= Hop 1 chai 120ml néu trén; Tiép nhan san pham tra lai tir cac co so kinh doanh, tién
hanh thu hoi va tiéu hily toan bd 16 san pham khong dap tng quy dinh.

- Guri bao cao thu hdi 16 san pham RAILEZA — Hop 1 chai 120ml néu trén vé
Cuc Quan ly Dugc trudc ngay 10/6/2023.

4. Pé nghi S6'Y té Ha Noi, So Y té tinh Hung Yén:
- Kiém tra Cong ty c¢6 phan Oceanpharma, Cong ty TNHH Duoc My pham

Quang Xanh trong viée chap hanh cac quy dinh cta phap luat vé quan Iy my pham
trong hoat dong san xuét, kinh doanh my pham.

- Giam sat cac cong ty thuc hién thu hoi 16 san pham RAILEZA — Hop 1 chai
120ml khong déap tng quy dinh; Xt 1y, xt phat vi pham theo quy dinh hién hanh va
bao cao két qua vé Cuc Quan ly Dugc trudc ngay 30/6/2023./.

Noi nhén: KT. CUC TRUONG
-Nhutén; PHO CUC TRUONG
- Cuc trudng (d€ b/cao); e :

- VKNT TW, VKNT Tp. HCM (dé biét); 7 WH.C
- Trang TTDT Cuc QLD;

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