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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic
S6: 43/#4 /QLD-CL Ha N6i, ngay 4y thang 3 nam 2018
V/v bao cdo viéc str dung nguyén liéu

Valsartan do Cong ty Zhejiang Huahai
Pharmaceutical — Trung Quoc san xuat

Kinh gui:
- Co s¢ dang ky thuoc;
9 o - Co s¢ san xuat thuoc;
HOA-TOC—=> - Co s nhap khau thude, nguyén liéu lam thube.
2 conmsgiis DICIY e

Co quan quan ly duge pham Chau Au (EMA), Co quan quan ly dugc Canada
va mot s6 co quan quan 1y duoc khac da c6 théng bao thu hoi cac thude chira
Valsartan dugc san xuét tir nguyén liéu Valsartan do Cong ty Zhejiang Huahai
Pharmaceutical — Trung Quéc san xuat. Nguyén liéu nay dugc phat hién chua tap
chat N-nitrosodimethylamine (NDMA) ¢6 nguy co gdy ung thu.

Can ctr vao cac quy ché dugc hién hanh ctia Viét Nam, dé dam bao an toan
cho nguoi str dung, Cuc Quan ly Dugc yéu cau:

1. Céc co s& dang ky thude phdi hop véi co s& san xuét (co tén trong danh
muc kém theo Cong vin ndy) bdo céo khan vé ngudn gdc cuia nguyén lidu Valsartan
su dung trong san xuat cac thudc ¢6 chtra Valsartan luu hanh tai Viét Nam, cu thé:
tén nha san xuat nguyén liéu, dia chi, tiéu chuan chat lugng.

2. Co s& nhap khau thude, nguyén liéu lam thude:

a) B4o cdo tinh hinh nhap khau, phan phdi nguyén liéu Valsartan do Cong ty
Zhejiang Huahai Pharmaceutical — Trung Qudc san xuat (danh sach cac co s san
xuat dd mua, sb luong, thoi gian)

b) Dung viéc nhap khau, cung cép thube d3 duge san xuét tir nguyén liéu
Valsartan cia Cong ty Zhejiang Huahai Pharmaceutical luu hanh trén thi truong.

3. Ban scan bao cdo giri vé Cuc Quan ly Dugc theo hom thu dién tr
quanlychatluongthuoc.qld@moh.gov.vn, hodc bang van ban theo dia chi 138 A
Giang V&, Ba Dinh, Ha Ndi trudc 16h ngay 11/7/2018 dé 1am can ci xem xét, Xt
ly tiép theo.

Sau thoi han néu trén, néu co s& khong cé bdo céo xéac dinh rd ngudn goc
nguyeén li¢u valsartan sir dung, Cuc Quan ly Dugc sé€ xem xét, xur ly cac thudc chira
Valsartan ctia co s& nhu thube c6 chira nguyén liéu Valsartan do Cong ty Zhejiang
Huahai Pharmaceutical — Trung Qudc san xuat.

4. Co so san xuét thube ngimg ngay viée sir dung nguyén liéu Valsartan clia
Cong ty Zhejiang Huahai Pharmaceutical — Trung Quoc dé san xuat thuoc thanh




pham va nglmg cung cz’ip thudc da duge san xuét tir nguyén li¢u Valsartan cua Cong
ty Zhejiang Huahai Pharmaceutical luu hanh trén thi truong.

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