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Cuc Quan ly Duoc: Thu héi cac 16 thuéc
Protamine Choay 1000 U.A.H/ml khong dat chat
luong
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van dong y vdi dé xuat cua Cong ty Sanofi Aventis France va Van phong dai dién Tedis
céng hoa Phap vé viéc tu nguyén thu hoi cac 16 thubéc Protamine Choay 1000 U.A.H/ml
khéng dat chéat luong cuia Cuc Quan ly dugc - B Y té

Theo dd, Van phong dai dién Tedis cdng hoa Phap tai TP. H6 Chi Minh d& cé van ban gui
Cuc Quan ly dugc vé viéc tu nguyén thu héi dung dich thudc tiém Protamine Choay 1000
U.A.H/ml (Protamin sulfat 1000 U.A.H/ml) do Céng ty Famar Health Care Service Madrid,
S.A.U - Tay Ban Nha san xuat, Cong ty Sanofi Aventis (Phap) s& hitu Giay phép luu hanh va
Cong ty Tedis (Phép) cung cap.




“Nguyén nhan thu hoi la do Dung dich thudc tiém Protamine Choay 1000
U.A.H/ml cé hoat tinh trung hoa tdc dong chéng dong ctia Heparin gidm khoang
25% so véi hoat tinh ghi trén nhan”, cdng van cda Cuc Quan ly Dugc néu ro.

Trong s6 cac 17 16 dung dich thuoc tiém Protamine Choay 1000 U.A.H/ml dugc
dé nghi tu nguyén thu hoi thi c6 04 16 hién dang luu hanh tai Viét Nam (do Coéng
ty ¢6 phan dugc pham Trung uong CPC1, Céng ty CP XNK Y té TP. H6 Chi Minh
Yteco nhap khau) gom: 16 147000A, HD: 10/2020; 16 157880A, HD: 02/2021; 16:
157870A, HD: 02/2021va 16: 182610A, HD: 09/2021.

Bén canh do, trong ndi dung céng van Cuc Quan ly Dugc ciing yéu cau cac co
sd nhap khau, phan phoi thuéc phoi hgp véi nha san xuéat, Coéng ty Sanofi
Aventis (Phap): Khan truong cé phuong an nhap khau cac 16 thudc Protamin
Choay 1000 A.U.H/ml dé& kip thoi cung cap cho céc co sé kham chita bénh, tranh
tinh trang thi€éu thudc; Khong nhap khau, cung cap cac 16 thuéc Protamine
Choay 1000 U.A.H/ml bi gidm hoat tinh trung hoa tac déng chong déng cla
Heparin (danh sach 17 16 thuéc); Chi dugc phan phdi va cung cap vao thi trudng
céc 16 thuoc Protamin Choay 1000 U.A.H/ml dugc Cuc Qudan ly Dugc cap don
hang nhap khau thudc chua c6 s6 dang ky luu hanh tai Viét Nam va da dugc
ki€ém nghiém dat tiéu chuan chat lugng.
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