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V/v ngirng sir dung va bao céo s lugng ton
02 16 thudc Atibutrex.

Pl

Kinh gii: - Cac co s& kham, chita bénh trén dia ban thanh phb Hai Phong;
- Nha thiu Céng ty TNHH Dugc phim EOC Viét Nam.

Ngay 14/11/2019, S& Y té ban hanh Quyét dinh sé 1338/QD-SYT phé duyét két
qua lua chon nha thau go6i thiu mua sém thudc theo tén Generic (gdm 1309 16 thudc),
thudéc du an Mua sam thudc Generic ndm 2019-2020 cho cic co s& y té trén dia ban
thanh phé Hai Phong. Theo d6 nha thdu Céng ty TNHH Duoc phdm EOC Viét Nam
da tring thdu mat hang thudc Atibutrex (hoat chit: Dobutamin 500mg/40mi, SPK:
VD-26752-17) do Céng ty Cb phan Dugc phdm An Thién — Viét Nam san xuét.

Ngay 13/01/2020, S6 Y té nhan dugc cbéng vin sé 17/CV-BVDKQT ngay
09/01/2020 cua Bénh vién Da khoa Qudc t& Hai Phong bio cdo chit luong thude
Atibutrex.

Ngay 22/01/2020, S¢& Y t& nhan duoc céng vin sé 14/TTKN-TCHC ngay
22/01/2020 cta Trung tdm Kiém nghiém thudc, m§ phim, thuc phdm Hai Phong béo
cdo chét luong thubc Atibutrex kém theo vin ban s 001/2020/AT-QDTH ngay
09/01/2020 ciia Cong ty C6 phan Dugc phdm An Thién giri Cuc Quan Iy Dugc xin thu
hdi 02 16 thudc Atibutrex (hoat chit: Dobutamin 500mg/40ml, SPK: VD-26752-17)
dugc san xudt bdi Coéng ty CO phin Dugc phim An Thién — Viét Nam; Lo sb:
2028006 — NSX: 16/11/18 — HSD: 15/11/20 va L6 sé: 2029001 — NSX: 30/01/19 —
HSD: 29/01/21.

Cén cit Pidu 13 Thong tu 11/2018/TT-BYT v& thu tuc thu hdi thubc theo hinh
thuc tu nguyén, trong thoi gian cho Quyét dinh cia Cuc Quan ly Duogc, S¢ Y té yéu cAu:

1. Cac co s& y té trén dia ban thanh phé:

- Ngung st dung va bao cao vé& S& Y té sb lugng tdn ciia 02 16 thudc Atibutrex
néu trén;

- Kiém tra cam quan thudc trudc khi st dung; khéng sir dung thubc néu c6 diu
hiéu nghi ngd thudc khong dam bao chét lugng.

2. Cong ty TNHH Duoc phém EOC Viét Nam:

- Khén truong thu hdi 02 16 thudc Atibutrex néu trén;

- Cung cép thubc dam bao chit lwong kém theo Phiéu kiém nghiém cho céac co sé
y té;




- Phéi hop v6i co s& san Xuét, co s& st dung thuc hién va duy tri didu kién bao
quén theo ding didu kién ghi trén nhan trong toan bd qua trinh phan phéi, van chuyén,
bao quan, st dung;

- Tiép tuc theo ddi chit luong cac 16 thudc Atibutrex khac, tién hanh thu hdi néu
phat hién thudc khéng dat chit luong.

. . . o
S6' Y té thong bdo d€ cac don vi bi€t va thuc hién./. /‘\;G/

Noi nhin:

- Nhu kinh giri;

- GP SYT (dé bao cao);

- Cbng thong tin dién tir S&' Y t& Hai Phong;
- Luu: VT, NVD, TTKN.
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