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Thu héi thuéc vién nén Methylprednisolon kém
chat luong
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Thu hoi trén toan quéc thudc vién nén Methylprednisolon 16 mg do khéng dat
tiéu chuén chat lugng vé chi tiéu hoa tan.
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Dinh chi luu hanh thuéc Methylprednisolon kém chéat lugng

Cuc Quan ly dugc (BO Y té) vira cé Cong van sd 17364/QLD-CL vé viéc dinh chi
luu hanh thuoc Methylprednisolon 16mg khong dat tiéu chuédn chat lugng vé chi
tiéu do hoa tan va dugc xac dinh la vi pham muac do 3.

Theo dd, Cuc Quan ly dugc yéu cau thu hoi trén toan quoc vién nén
Methylprednisolon 16mg, s6 dang ky: VD-19224-13; s6 16: 804060; ngay san
xuat: 20/4/2018; han st dung: 20/4/2021 do Cong ty TNHH Dugc pham USA-NIC
san xuat (dia chi khu céng nghiép Tan Tao, phuong Tan Tao A, quan Binh Tan,
TP.HCM).

GUi bdo cdo thu hdi vé Cuc Quan ly Dugc trong vong 33 ngay ké tir ngay ky
cbng van nay, ho so thu hoi bao gom s6 lugng san xuat, sé lugng phan phai,
ngay san xuat, s6 luogng thu héi, cadc bang chidng vé viéc thuc hién thu héi tai



cac co s& ban budn, ban 1, si dung da mua thuéc theo quy dinh tai Thong tu so
11/2018/TT-BYT ngay 4/5/2018 clia BO Y té quy dinh vé chat lugng thudc,
nguyén liéu lam thuéc.

Cuc Quan ly dugc yéu cau S3 Y té cac tinh, thanh pho truc thudc trung uong, y
té cac nganh théng bdo cho céc co s kinh doanh, st dung thudc tién hanh thu
hoi 16 thudc khéng dat chat lugng néu trén, dong thoi ki€m tra va gidm sat cac
don vi thuc hién viéc thu hoi.

Thudc Methylprednisolon 16mg thuéc nhém thuéc héc mén, noi tiét to6. Thuodc
chi dinh dung khi bat thuong chiic nang vo thugng than. Viém da di Uing, viém
duong ho hap di iing, viém khép, thap khép, bénh vé mau. Viém khép dang
thap. Lupus ban dd, hen phé quan, viém loét dai trang, thi€u mau tan mau,
gidam bach cau hat. Bénh di itng ndang bao gom phan vé; trong diéu tri ung thu:
leukemia cap tinh, u lympho, ung thu vu, ung thu tuyén tién liét; hdi chiing than
hu nguyén phat.
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