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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
S0: (/5 /QLD-CL Ha Néi, ngay ;¢ thing - nam 2018

V/v thu héi thube san xudt tir
nguyén liéu Valsartan do Cong ty
Zhejiang Huahai Pharmaceutical —

Trung Qudc san xuat

Kmh gui:

» —>> -S& Y té cac tinh, thanh phd truc thuoe T
\?7 HOA TOC ) O fe castinhy, Shanh photoge MNQR: LB UAng
Cac co s san xuat, kinh doanh thude

Can cr vao.cac quy ché dugc hién hanh ctia Viét Nam.
Céan ctr thong bao cua Co quan quan ly dugc phiam Chau Au (EMA), Co
quan quan ly dugc Canada va mot s6 co quan quan ly duoc khéc vé viéc thu hoi
_cée thude chtra Valsartan dugc san xuat tir nguyén liéu Valsartan do Cong ty
— Zhejiang Huahai Pharmaceutical — Trung Quéc san xuét. Nguyén lidu nay dugce
phét hién chira tap chéat N-nitrosodimethylamine (NDMA) c6 nguy co gdy ung
thu.

Pé dam bao an toan cho nguoi sir dung, Cuc Quan ly Duoc thong bao:

1. Dinh chi luu hanh tit ca cac thudc thanh pham dugc san Xudt tir nguyen
liéu Valsartan do Cong ty Zhejiang Huahai Pharmaceutical — Trung Qudc san xuat
theo danh muc dinh kem.

2. Yéu ciu cac Cong ty ding ky thudc, san xuét thude, Cong ty nhap khau:

a) Phéi hop voi nha phan ph01 thudc thong bao thu hoi tat ca cac 16 thude
thanh pham trong cong thirc san xudt ¢ chia nguyen liéu Valsartan do Cong ty
Zhejiang Huahai Pharmaceutical — Trung Quoc san xuét theo danh muc kém theo
t6i cdc co s& ban budn, ban 1é, sir dung thudc va tién hanh thu hdi toan bo céc 16
thudc nay.

b) Ngung ngay viéc st dung nguyén liéu Valsartan ciia Cong ty Zhejiang
Huahai Pharmaceutical — Trung Qudc dé san xuat thudc thanh pham. Thuc hién
danh gia nha cung cép, kiém tra, nghién ctru st dung nguyén liéu Valsartan cua
nha san xuit mgi dam bao yéu cau chat lugng, an toan cho ngudi sir dung va thuc
hién thu tuc thay dbi hd so dang ky thude theo ding quy dinh cua phap lut.

¢) Gui bao céo thu héi vé Cuc Quan ly Dugc trong vong 01 thang ké tir
ngay ky Coéng vin nay, hd so thu hoi bao gdm s luong xuét xudng, s6 luong thu
héi, cac bing ching vé viéc thuc hién thu hoi tai cac co SO ban budn, ban l¢, su
dung di mua thudc theo quy dmh tai Thong tu s6 11/2018/TT-BYT ngay
04/5/2018 ctia Bd Y té quy dinh vé chat luong thubc, nguyén liéu lam thudc.
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3. Pé nghi S¢' Y té céc tinh, thanh phé:

a) Thong bao viéc thu hoi t6i cac co s& kinh doanh, sir dung thudc trén dia
ban.

~ b) Cong bd théng tin viée thu hoi 16 tat ca céc thude thanh pham duoc san

Xuat tir nguyén liég Valsartan do Cong ty Zhejiang Huahai Pharmaceutical —
Trung Quoc san xuat trén Trang thong tin dién tir cua So.

¢) Kiém tra va giam s’ét cac Cong ty san xuét, kinh doanh trén dia ban thuc
hién viéc thu hoi cac 16 thudc néu trén, xir ly cac don vi vi pham theo quy dinh.

Cuc Quan ly Dugc thong béo dé cac don vi biét va thuc hién./.

Noi nhan:

- Nhu trén;

- Cuc trudng Vii Tuan Cuong (dé blc);

- Cac phong BDKT, KDD, Thanh tra DMP, TTQCT -
Cuc QLD; website Cuc QLD;

- Luu: VT, CL (XH).
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