TRUNG TAM Y TE PHUGC LONG  CONG HOA XA HOI CHU NGHIA VIET NAM
PON VI THONG TIN THUOC Péc lap - Tw do - Hanh phc

Phuoc Long, ngay thang nam 2020

THONG TIN THUOC THANG 11 /2020
THUOC Mephenesin 500mg

Can clr cong van sb So 17879/QLD-bK , ngay 03 thang 12 nam 2020 cta Cuc
Quan Ly Dugc V/Vv cung cép thong tin lién quan dén tinh an toan cua thudc chia
mephenesin.

Nay don vi Théng tin Thubc théng tin cong van sd 17879/QLD-DK véi noi
dung sau:

PHU LUC
Cap nhat thong tin lién quan dén tinh an toan caa thudc chira mephenesin
(Pinh kém theo Cong van $6:17879 /QLD-PK ngay 03 thang 12 nam 2020)
1. Tinh hinh lvu hanh trén thé gi6éi cia thudc chira mephenesin:

Ngay 21/6/2019, Co quan Quan 1y Dugc Phap (ANSM) thong bao dinh chi luu
hanh thudc gidn co Decontractyl tir ngay 28/6/2019. Quyét dinh dinh chi luu hanh
Decontractyl (hoat chat mephenesin) bat ngudn tir két qua danh gia lai can bang loi
ich - nguy co cta Decontractyl duong udng va dung tai chd. Trong d6, cic bao cao
phan tng c6 hai d duoc béo c4o véi cac ché pham nay bao gom:

- V&i vién nén Decontractyl: bao cdo ca vé lam dung va phu thuoc thuéc, ting
lieu, kho chiu, cam giac chdng mat va cac phan tng phan vé.

- V¢i thuéc md Decontractyl Baume: phan tng trén da tai vi tri bdi thuéc nhu
nong birng va no6i ban do (Mot so6 bien ¢o da xay ra ¢ tré em khi tiép xic da voi nguoi
I6n st dung thuoc mo).

Duya trén di liéu hién c6, ANSM cho rang loi ich tir cAc ché pham nay khong
vuot troi so voi nguy co, do hidu qua han ché trong khi nguy co gip céc phan ¢ng co
hai cao va cd nhiéu lua chon thay thé diéu tri bang cac thudc hoac céc bién phap
khong ding thudc khac. ANSM ciing di chi ra rang viéc ngung diéu tri bang
Decontractyl khong 1am gia ting nguy co va bénh nhan c6 thé &p dung céac bién phap
diéu tri thay thé khong ding thudc (tap thé thao, thu gian, vat Iy tri liéu). Do do,
ANSM khuyén cao bénh nhan st dung cac thudc giam dau nhom 1 (paracetamol,



NSAIDs) tiy thudc vao dic diém céa thé timg nguoi bénh trong truong hop dau kéo
dai.

2. Pong thai xir Iy ddi véi thudc chira mephenesin ciia co quan chire niing tai Viét
Nam:

- Ngay 16/7/2019, Cuc Quan Iy Dugc da co cong van s6 11841/QLD-BK vé
viéc theo dbi tinh trang luu hanh, st dung va tinh an toan, hiéu qua cua thudc chia
dugc chat mephenesin.

- Ngay 22/01/2020, Cuc Quan 1y Duoc da c6 Cong vin sé 857/QLD-DK gui So
Y té céc tinh, thanh phé truc thudc Trung wong; cac bénh vién, vién cé giwdong bénh
truc thuoc Bo Y té; cac co s¢ san xuat, dang ky luu hanh thudc tai Viét Nam théng
bao:

+ Ngirng tiép nhan va xét duyét dbi véi hd so dé nghi cip phép nhap khau, ho
so dé nghi cap, gia han, duy tri hiéu luc gidy dang ky luu hanh thudc caa céc thude
chtra hoat chat Mephenesin.

+ Yéu cau cac codng ty ngung san xuat, nhap khau thudc chtra hoat chat
Mephenesin ké tir ngay ky cong van nay. Poi véi cac thudc chira hoat chét
Mephenesin da dugc san xuat, nhap khau vao Viét Nam trudc ngay ky cong vin nay
duoc phép luu hanh dén hét han ding cua thudc./.
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