UBND TINH THAI BINH CONG HOA XA HQI CHU NGHIA VIET NAM

SOYTE Doc 1ap - Tw do - Hanh phc
S6: 111 /SYT-NVD Théi Binh, ngay 17 thang 01 ndam 2023
V/v thong bao thu hdi thude Myomethol
khong dat chat luong
Kinh gui:

- Cac don vi y té trong tinh;

- Phong Y té cac huyén, thanh phd;

- Céc co s cung ung thude trong tinh;

- Trung tdm KN thudc, MP, thuc pham Thai Binh.

S Y té da nhan duoc Cong van s6 424/QLD-CL ngay 13/01/2023 cua Cuc
Quan Iy Dugc - By Y té vé viéc thong béo thu hdi thubec Myomethol khong dat
chat luong ddi véi 11 16 thuéc Myomethol (Methylcarbamol 500mg), sé dang
ky: VN-17397-13, do cong ty RX. Manufacturing Co., Ltd san xuat, Céng ty co
phan xuat nhap khau y té Tp. H6 Chi Minh (YTECO) nhap khau, cu thé nhu
sau:

- S6 16: 49U001, NSX 12/01/2021, HSD 12/01/2024;
: 49U002, NSX 12/01/2021, HSD 12/01/2024,
: 49U003, NSX 13/01/2021, HSD 13/01/2024,
: 49U004, NSX 13/01/2021, HSD 13/01/2024,
: 49U005, NSX 14/01/2021, HSD 14/01/2024,
: 49U006, NSX 14/01/2021, HSD 14/01/2024,
: 49U007, NSX 15/01/2021, HSD 15/01/2024,
: 49U008, NSX 04/02/2021, HSD 04/02/2024,
: 49U009, NSX 04/02/2021, HSD 04/02/2024,

- S6 16: 49U010, NSX 05/02/2021, HSD 05/02/2024;
- S6 16: 49U011, NSX 05/02/2021, HSD 05/02/2024.
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Thudc khong dat tiéu chuan chat lugng vé chi tiéu tap chat lién quan
Methocarbamol isomer theo quy dinh tai Dugc dién My (USP 42) — vi pham
muc do 2.

(So'Y té guri kém cong vin néu trén qua mang vin phong dién tir)
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Pé dam an toan cho ngudi st dung thudc; Thuc hién Thong tu sd
11/2018/TT-BYT ngay 04/5/2018 cua Bo Y té quy dinh vé chat luong thuéc,
nguyén liéu l1am thudc, So Y té yéu cau:

1. Cac don vi y té trong tinh thdng bao cho cac khoa phong, nha thudc,
quay thudc, don vi thudc pham vi quan ly kiém tra, ra soat cac danh muc thuéc
tai don vi va ngirng str dung, thu hdi va tra lai don vi phan phdi toan bo 16 thudc
néu trén (néu co).

2. Trung tam Kiém soat bénh tat tinh (CDC) ting cuong cong tac truyén
thdng, théng tin toi cac co sd cung ung, st dung thube, nguoi dan biét d¢é khong
budn ban, sir dung 16 thudc trén.

3. Phong Y té cac huyén, thanh phé théng béo t6i cac co s¢ kinh doanh va sir
dung thudc trén dia ban quan ly ngung kinh doanh, sir dung, thu hdi va tra lai don
vi phan phdi toan bo 16 thuéc trén (néu co).

4. Trung tdm kiém nghiém thudc, my pham, thuc pham; Phong Y té cac
huyén, thanh phé kiém tra, giam sat cac don vi thuc hién viéc thu hoi toan bo 16
thudc trén. B4o céo Thanh tra S¢' Y té xtr Iy nhitng don vi vi pham theo quy dinh
hién hanh (néu co).

5. Cac co s cung tng thudc trong tinh kiém tra, ra soat danh muc dang
kinh doanh tai co sd, tién hanh thu hi va tra lai don vi phan phéi toan bo 16 thuée
néu trén (néu co).

So Y té yéu cau cac don vi trién khai thuc hién va va bao cao két qua vé
S Y té trugc ngay 16/02/2023.(Trwong hop khdng phat hién san phdm néu trén
cac don vi van phdi thuec hién viéc bao cao theo quy dinh)./.

Noi nhdn:

- Nhu trén;

- UBND huyén, thanh phé;
- Trung tdam CDC;

- ThanhtraSo Y té;

- Website S&' Y té;

- Luu: VT, NVD.

Nguyén Quang Huy
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