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Thu héi thuéc Atibutrex do Céng ty cé phan
duoc pham An Thién san xuat

14:58 23/11/2020

Cuc quan ly Dugc (B0 Y té€) vlra ra thong bao thu héi thudc Atibutrex, do Céng ty
c6 phan dugc phdm An Thién san xuat, vi da vi pham mdc d6 2.
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Thu hdi thudc Atibutrex do Céng ty c6 phan duoc phdm An Thién san xuét

Theo thong tin t&r Cuc quan ly Dugc cho biét, don vi vira thu hoi thudc
Atibutrex, do Cong ty c6 phan dugc phadm An Thién san xuat vi da vi pham muc
do 2, khdéng bdo dam day du hiéu qua diéu tri hodac c6 nguy co khdéng an toan
cho nguoi sit dung nhung chua dén muc gay tén hai nghiém trong doi véi suc
khde hoac chua anh hudng dén tinh mang cla ngugi st dung.

Can c’ két qua kiém nghiém, ngay 3/10/2020 cta Trung tam kiém nghiém
thudc, my pham, thuc pham Hai Phong vé thudc dung dich dam dac dé pha
tiém truyén Atibutrex kich thich hé Adrenergic; thuéc kich tim (méi lo 40ml
chra: Dobutamin 500mg, dudi dang Dobutamin HCI), SPK: VD-26752-17, s0 |0:
2020001; ngay SX: 10/4/2020; HD: 9/4/2022, do Cbéng ty cé phan dugc pham An



Thién san xuat (dia chi dang ky tai 314 Bong Sao, phuong 5, Quan 8, TP. H6 Chi
Minh) va dia chi san xuat tai C16, duong so 9, KCN Hiép Phudc, huyén Nha Be,
TP. H6 Chi Minh).

Mau thuéc dugc 1ay tai Khoa dugc Bénh vién HGu nghi Viét Tiép khong dat tiéu
chudn chat lugng vé chi tiéu tinh chat, ngay 9/10/2020.

Cuc quan ly Dugc da ban hanh cong van s6 15764/QLD-CL vé viéc thuoc
Atibutrex khong dat tiéu chuan chat luong.

DE& bao dam an toan cho nguoi st dung, Cuc quan ly Dugc da ra théng béo thu
hoi thuéc dung dich dam dac dé pha tiém truyén Atibutrex, SDK: VD-26752-17,
s6 16: 2020001; ngay SX: 10/4/2020; HD: 9/4/2022 tai cac cao sé kinh doanh, co
s& kham bénh, chita bénh trén dia ban TP. Hai Phong.

Dong thoi, yéu cau Cong ty c6 phan dugc phdm An Thién ngling kinh doanh,
phan phai, st dung 16 thudc Atibutrex trén. Phoi hop véi co quan ki€m tra chat
lugng, co quan ki€m nghiém thuéc Nha nudéc tién hanh 18y mau bé sung dé
ki€m tra chat lugng déi vai chi tiéu tinh chat; ra soat lai toan bd qua trinh san
xuat thuoc Atibutrex, SDK: VD-26752-17.
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