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Gia mao ho so 05 loai thuoc bi thu hoi giay
dang ky luu hanh tai Viét Nam
10:42 09/06/2022

Theo quyét dinh clia Cuc Quan ly Dugc, cac loai thudc néu trén bi thu hoi gidy
dang ky luu hanh thudc tai Viét Nam do vi pham diém d, khodn 1, Diéu 58 Luat
Dugc: Gidy dang ky luu hanh thuéc, nguyén liéu lam thudc dugc cap dua trén
ho so gid mao va khoan 5, Diéu 42 Thoéng tu s6 32/2018 clia BO Y té.

Cuc quan ly Dugc, B Y té vura cé quyét dinh thu hoi gidy dang ky luu hanh
thudc tai Viét Nam déi véi 05 thudc sau:

(1) Thuoc Pompezo 40 mg, hoat chat, ham lugng Esomeprazol (dudi dang vi hat
Esomeprazol magnesi dihydrat) 40mg, dang bao ché vién nang cing, s6 dang
ky VN-22822-21.

(2) Thuoc Pompezo 20 mg, hoat chat, ham lugng Esomeprazol (dudi dang vi hat
Esomeprazol magnesi dihydrat) 20 mg, dang bao ché vién nang cing, sé dang
ky VN-22821-21.

(3) Thudc Choludexan 300 mg: Choludexan 300 mg; hoat chat, ham Iugng Acid
ursodeoxycholic 300 mg, dang bao ché vién nang cling, s6 dang ky VN-22820-
21.

(4) Thubc Etacid 0,05%; hoat chat, ham lugng mai liéu xit chira Mometason
furoat 50 mcg, dang bao ché hén dich xit mdi, sé dang ky VN-22821-21.




Anh minh hoa internet.

B6n loai thudc trén do Cong ty c6 phan Dugc phdm Minh Ky (s6 1-3, L6 C, Cu xa
Lac Long Quan, phuong 5, quan 11, TP. HCM - Viét Nam) dang ky; do World
Medicine llac San. ve Tic. A.S. (dia chi 15 Temmuz Mah. Cami Yolu Cad. No 50,
Gunesli, Bagcilar/ Istanbul - Turkey) san xuat.

(5) Thuéc Ulsepan 40 mg; hoat chat, ham lugng Pantoprazole (dang
Pantoprazole natri sesquihydrate) 40 mg, dang bao ché vién nén bao tan trong
rudt, sé6 dang ky VN-22123-19.

Thuéc nay do Céng ty TNHH MTV DP Altus (S6 49, dudng 79, phudng Tan Quy,
qguan 7, TP. HCM - Viét Nam) dang ky; do World Medicine llac San. ve Tic. A.S.
(dia chi 15 Temmuz Mah. Cami Yolu Cad. No 50, Glnesli, Bagcilar/ Istanbul -
Turkey) san xuat.

Theo quyét dinh clia Cuc Quan ly Dugc, cac loai thudc néu trén bi thu hoi gidy
dang ky luu hanh thuéc tai Viét Nam do vi pham diém d, khodn 1, Diéu 58 Luat
Dugc: Gidy dang ky luu hanh thuéc, nguyén liéu lam thudc dugc cap dua trén
h6 so gid mao va khodn 5, Diéu 42 Théng tu s6 32/2018 cla BO Y té.

Trong thoi han khéng quéa 30 ngay ké tir ngay c6 két luadn bang van ban cia co
quan quan ly cé thdm quyén vé viéc ho so cla thubc da dugc cap gidy dang ky
luu hanh la ho so gid mao hoac thuéc, nguyén liéu lam thudc dugc sdn xuat

khéng dung dia chi theo h6 so dang ky, Cuc Quan ly Dugc ra quyét dinh thu hoi



giay dang ky luu hanh thuoc, nguyén liéu lam thuéc.

Cuc Quan ly Dugc yéu cau cao sé dang ky thudc, nhap khau thudc phéi hgp véi
€O s6 sadn xuat cé thubéc ban hanh kem theo quyét dinh nay gui théng béo thu
hoi tdi cac co sé ban buodn, ban 1é, s&r dung thudc; ti€n hanh thu hoi toan b cac
thuoc néu trén, g bdo cdo vé Cuc Quan ly Dugc trudc ngay 15/06/2022.
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