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BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phic
$6:.30918 /IQLD-CL Ha Néi, ngay j/ thdng 4.2 ndm 2013

V/v tam nglmg str dung 16 thudc Tatumcef 2g T )
CONG VAN PEN |
yansgin: , , Ngir vsy'g;'}h;gc A2 ndm 2043 |
- S& Y t€ thanh pho Ha Noi;
- S& Y té tinh Dk Lak;
- Cong ty Cb phan Xuit Nhéap khau y té Viét Nam
(138 Giang vo, Ba Dinh, Ha Néi),
- Cong ty TNHH Duoc phdm Chéau A Théi Binh Duong
(113 Duong Y Ngong, phwong Tédn Thanh, thanh phé’
Buén Ma Thuét, tinh Ddk Ldk).

Cuc Quan ly dugce nhén dugc cong vén s6 94/TTT ngay 02/12/2013 cta
Trung tdm DI & ADR Quéc gia v& céc bdo cdo ADR tir Bénh vién Trung uong
Hué lién quan dén cac phan 0ng co hai cta thubc Tatumcef 2g (Ceftazidim),
SPK: VN-5654-10, S& 16: T2005, do Cong ty China Chemical &
Pharmaceutical Co., Ltd. (Hsinfong Plant) (Taiwan) san xuét, Cong ty Sunward
Pharmaceutical Pte., Ltd. dang ky, Cong ty C phan Xuat Nhap khiu y té Viét
Nam nhép ty thac cho Cong ty TNHH Dugc phim Chau A Thai Binh Duong.

Pé dam bao an toan cho ngudi st dung, Cuc Quan ly dugc théng béo:

1. Tam nglmg viéc st dung dbi véi 16 thude Tatumcef 2g (Ceftazidim),
SPK: VN-5654-10, S 16: T2005, do Cong ty China Chemical & Pharmaceutical
Co., Ltd. (Hsinfong Plant) (Taiwan) san Xuét, Coéng ty Sunward Pharmaceutical
Pte., Ltd. ding ky, Cong ty Co phan Xuat Nhap khau y té Viét Nam nhip uy thac
cho Cong ty TNHH Duoc phdm Chau A Théi Binh Duong.

2. Yéu cau Cong ty Cb phan Xuat Nhap khau y t& Viét Nam phéi hop véi
Céng ty TNHH Duoc phdm Chau A Théi Binh Duong:

- Gui thong bao tam ngumg st dung t6i nhitng noi phén phdi, sir dung dbi
véi thube Tatumeef 2g (Ceftazidim), SDK: VN-5654-10, S8 16: T2005, do Cong
ty China Chemical & Pharmaceutical Co., Ltd. (Hsinfong Plant) (Talwan) san
xuét va bao quan 16 thudc nay theo ding dleu kién quy dinh ghi trén nhan thudc.

- Phéi ‘hop v6i Co quan kiém nghiém nha nuéc tién hanh ldy mau va giri
dén Vién Kiém nghiém thudc Trung uong hoac Vién Kiém nghiém thudc thanh
phd H6 Chi Minh @ kiém tra chat lwong d6i véi thubc Tatumcef 2g
(Ceftazidim), SPK: VN-5654-10, S 16: T2005, do Cong ty China Chemical &
Pharmaceutical Co., Ltd. (Hsinfong Plant) (Talwan) san XuAt.

- Bdo cdo tinh hinh nhép khau, phan ph01 va str dung (so lugng, thoi gian
nhap khau, tinh hinh phan ph01 str dung), két qua kiém tra chét luong 16 thude
néu trén va cac truong hop vé phan tng ¢ hai (néu ¢6) v& Cuc Quan ly duoc
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trude ngay 16/12/2013.

3. D& nghi S Y té thanh phé Ha Nbi, S¢ Y té tinh Dak Lak kiém tra, xur
1y c4c don vi vi pham theo quy dinh hién hanh./.

Noi nhin: o — /
A hes L 2

- Nhu trén;

- S&Y té céc tinh, thanh phd truc thudc TW;

- VKN thuée TW, VKN thuéc Tp.HCM (dé phdi hop);
- Bénh vién Trung wong Hué;

- Trung tdm DI & ADR Quéc gia; —

- Phong TT-QC thude, Cuc QLD;

- Website Cuc QLD;

- Luu: VT, CL.




