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Thu hoi giay dang ky luu hanh thuéc
Myomethol tai Viét Nam
11:22 25/05/2023

Cuc Quan ly dugc (B6 Y té€) thong bdo thu héi giday dang ky luu hanh thuoc tai
Viét Nam, dinh chi luu hanh toan quéc, thu hoi toan bé mat hang thudc
Myomethol cé s6 dang ky: VN-17397-13.

Thu hoi gidy dang ky luu hanh thuéc Myomethol tai Viét Nam

Theo Quyét dinh sé 350/QD-QLD ngay 24/5/2023, do Phé cuc trudng Cuc Quan
ly dugc Nguyén Thanh Lam ky, thuéc Myomethol cé s6 dang ky: VN-17397-13,
do Céng ty TNHH Thuong mai dugc phdm Uc Chau (dia chi: 74/18 Truong Quéc
Dung, phudng 10, quan Phu Nhuan, TP. HCM) dang ky. Cong ty R.X.
Manufacturing Co., Ltd. (dia chi: 76 Moo 10, Salaya-Bangpasi Road, Narapirom,
Banglane, Nakornpathom 73130 - Thai Lan) sdn xuat.

Ly do thu hoi gidy dang ky luu hanh thudéc Myomethol la thuc hién theo quy
dinh tai di€ém b khodn 1 Diéu 58 - Luat Dugc (trong thai han 60 thang c6 hai 16
thudc bj thu héi bat budc do vi pham & muic dd 2 hoac 03 16 thudc tra 1én vi
pham chat lugng).



Cuc Quan ly dugc yéu cau cac co sé dang ky thubc, co sé nhap khau thudc phoi
hop vai co s& san xuat gui thong bao thu hoi téi cac co sd ban budn, ban 1é, st
dung thuéc bi thu héi gidy dang ky luu hanh thuéc trén, dong thoi phai tién
hanh thu hoi toan bé mat hang thuéc néu trén va gt bado cdo thu héi vé Cuc
Quén ly dugc

Thuoc Myomethol (Methylcarbamol 500mg) la thuéc dugc chi dinh diéu tri dau
lung cap tinh do co that co, co that co xuong do thoat vi dia dém, gay xuong
hoac trat khép, co that co do kich (ng than kinh hoac chan thuong, sau phau
thuat chinh hinh, viém xo vi sgi, veo co.

Trudc dé, ngay 16/1, Cuc Quan ly dugc cé van ban yéu cau thu hoi 11 16 thubc
Myomethol (Methylcarbamol 500mg) cé sé dang ky VN-17397-13. Céac 16 thubc
thu hoi c6 s6 16 tr 49U001 dén 49U011; san xuat tir ngay 12/1 dén 5/2/2021;
han dung tr 12/1 dén 5/2/2024. Cac 16 thudc dugc nhap khau tir Thai Lan khéng
dat tiéu chuan chat lugng.

Dén cubi thang 3/2023, Cuc Quan ly dugc da ra quyét dinh xr phat vi pham
hanh chinh Cong ty RX. Manufacturing Co., Ltd (Thai Lan), dai dién chap hanh
quyét dinh x{ phat 1a Céng ty TNHH Thuong mai Dugc phdm Uc chau (quan Phd
Nhuan, TP. HCM) 80 triéu dong va budc tiéu hay 11 16 thuéc Myomethol, sé gidy
dang ky luu hanh VN-17397-13 véi ly do da san xuat thudc vi pham chat lugng
muc do 2 theo quy dinh clda phéap luat.
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