BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
151025 /QLD-CL Ha N¢i, ngay 4 thang 3 nam 2018

W\ thu hoi thude san xudt tir
nguyén li¢u Valsartan do Cong ty
Zhejiang Huahai Pharmaceutical —

Trung Quéc san xuét

: Kinh guri: ,
> - S6 Y té cac tinh,,tha‘lnh pho tryc thuge Trung uong
377 HOA TUC - Cac co so san xuat, kinh doanh thudc
51 UGG wrnriers NG s
Can clr vao cac quy ché dugc hién hanh ctia Viét Nam.
Can cu thong bao. cua Co quan quan ly duge pham Chéu Au (EMA), Co
quan quan ly dugc Canada va mot s6 co quan quan ly duoc khac vé viéc thu hoi
“céc thube chira Valsartan duoc san xuat tir nguyén liéu Valsartan do Cdng ty
— Zhejiang Huahai Pharmaceutical — Trung Quéc san xuat. Nguyén liéu nay dugc
phat hién chira tap chat N-nitrosodimethylamine (NDMA) ¢6 nguy co gy ung
thu.

Pé dam bao an toan cho nguoi sir dung, Cuc Quan ly Dugc thong bao:
1. Dinh chi luu hanh tat ca cac thudce thanh pham dugc san xuat tir nguyén

liéu Valsartan do Cong ty Zhejiang Huahai Pharmaceutical — Trung Qudc san xuat
theo danh muc dinh kém.

2. Yéu clu céc Cong ty dang ky thudc, san xut thudc, Cong ty nhap khau:

a) Phdi hop vé6i nha phan phOl thudc thong bao thu hoi tit ca cac 16 thudc
thanh pham trong cong thirc san xuat c¢6 chira nguyén liéu Valsartan do Cong ty
Zhejiang Huahai Pharmaceutical — Trung Quéc san xuat theo danh muc kém theo
t6i cac co s& ban budn, ban 1é, st dung thudc va tién hanh thu hoi toan bo céc 16
thudc nay.

b) Nging ngay viéc st dung nguyén liéu Valsartan ctia Cong ty Zhejiang
Huahai Pharmaceutical — Trung Qudc dé san xuét thude thanh pham. Thuc hién
danh gia nha cung cép, kiém tra, nghién ctru str dung nguyén liéu Valsartan cua
nha san xudt m&i dam bao yéu cau chat lugng, an toan cho nguoi st dung va thuc
hién thu tuc thay dbi hd so diang ky thude theo ding quy dinh cta phép luat.

¢) Guri bao céo thu héi vé Cuc Quan ly Dugc trong vong 01 thang ké tir
ngay ky Céng vin nay, hd so thu hoi bao gom sb lugng xuét xudng, so lugng thu
hdi, céc bang chimg vé viéc thuc hién thu hdi tai cac co s& ban budn, ban 1é, su
dung d3 mua thudc theo quy dinh tai Thong tu s6 11/2018/TT-BYT ngay
04/5/2018 ctia BO Y té quy dinh vé chét lugng thube, nguyén lidu lam thudc.



3. D& nghi S& Y té céc tinh, thanh phé:

a) Thong bao viéc thu hdi téi cac co s6 kinh doanh, sir dung thude trén dia
ban.

~ b)Cong bé thong tin viée thu hdi 16 tat ca cac thube thanh pham dugc san

xudt tir nguyén liéu Valsartan do Cong ty Zhejiang Huahai Pharmaceutical —
Trung Quoc san xuat trén Trang thong tin dién tr ciia So.

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

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

Noi nhin:

- Nhu trén;

- Cuc trudng Vii Tuan Cuong (dé bic);

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

- Luu: VT, CL (XH).
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