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Cuc Quan ly duoc - B Y té: Tuyt coi loai thuéc
tim mach, huyét ap chua tap chat
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Thém 8 loai thudc tim mach, huyét dp chira tap chéat bi cdnh bdo cé thé gay ung
thu vira dugc Cuc Quan ly dugc - BO Y té thong bao thu hoéi, ngimng san xuat,
ngung nhép khau...

M&i day, Quan ly dugc - BO Y té da thdong bdo thu hoi, ngling san xuat, ngling
nhéap khau thém 8 loai thudc cé hoat chat Valsartan tri huyét ap, tim mach do
sir dung nguyén liéu bi nhiém tap chat cé thé gay ung thu.

Theo dé, Cuc Quan ly dugc b6 sung thém vao danh sach cac thuéc phai thu hoi,
nglng san xuat, ngiing nhap khau vi cé sit dung nguyén liéu Valsartan, gom:
Valsartan160, SDK: VD-29714-18 (Cong ty c6 phan Dugc phdm Clu Long);
Cobidan 80, SPK: VD-22086-15 (CAng ty c6 phan BV Pharma); cac thu6c
Meyervasid M, SPK: VD-30052-18, Mayervas 160, SBK: VD-26480-17, Mayervas
80, SDK: VD-26481-17, Mayervasid, SDK: VD-26482-17, Meyervasid F, SBK: VD-
26483-17 (Cong ty Lién doanh Meyer-BPC) va thuéc Valthotan F11m Coated
Tablets 160mg Standard, SDK:VN-17592-13 (Standard Chem & Pharm Co., Ltd).




Quyét dinh nay dugc dua ra sau khi Co quan Quan ly dugc phdm chau Au
(EMA), Co quan Quan ly dugc My, Co quan quan ly dugc Dai Loan (Trung Quoc)
va moét sé co quan quan ly dugc khac trén thé gidgi cong b6 thém 2 nha san xuat
nguyén liéu valsartan chta tap chat N-nitrosodimethylamine (NDMA), gom:
Cong ty Zhuhai Rundu Pharmaceutical Co, Ltd va Cong ty Hetero Labs Ltd, sau
2 cong ty da coéng bé trudc do.

Nhim dim bdo an todn cho ngudi s dyng, ddng thiri cung clip thing tin

vé thufc chira Valsartan tiép tyc duge sir dung trong phong bénh, chira bénh,
Cuc Quin Iy Duge c6 ¥ kién nhu sau:

1. Théng bdo thu hdi, ngimg sin xufit, ngimg nhp khiu nguyén ligu vi
ciic thube ¢é chira valsartan durge sén xufit tir nguyén lidu valsartan do cdc cong
ty Zhuhai Rundu Pharmaceutical Co, Ltd; Zheijang Tianyu Pharmaceutical Co.
Ltd: Hetero Labs Ltd sin xufit. Danh séch cdc thudc cp thé nhu sau:

 Valsartan 160, SDK: VD-29714-18, Céng ty CPDP Ciru Long
- Cobidan 80, SPK: VD-22086-15, Céng ty ¢ phin BV Pharma.

- Meyervasid M, SPK: VD-30052-18,Cong ty Lién doanh Meyer — BPC
- Mayervas 160, SDK: VD-26480-17, Cing ty Lién doanh Meyer - BPC
- Mayervas 80, SDK: VD-26481-17, Cong ty Lién doanh Meyer — BPC
- Mayervasid, SDK: VD-26482-17, Céng ty Lién doanh Meyer — BPC

- Meyervasid F, SDK: VD-26483-17, Céng ty Lién doanh Meyer — BPC

- Valthotan Film Coated Tablets 160mg “Standard”, SPE:VN-17592-13,
Slandard Chem & Pharm Co., Ltd.

2= "'fhung bdo cip nhat céic danh séch vé thudc chira Valsartan d& duge

Danh sach 8 loai thuéc chira Valsartan duoc Cuc Quan ly duoc théng bao thu
hoi

Cuc Quan ly dugc yéu cau cac doanh nghiép cé thudc chla Valsartan bi dinh chi
luu hanh, thu héi néu trén khan truong thu hoi toan bd sé thuéc va bdo cédo két
qud vé Cuc trudc ngay 30-9.

Nhu vay, tinh dén thoi diém nay, da c6 39 loai thudc trong nudc va 15 loai
thu6c thanh pham tir nudc ngoai chra hoat chat Valsartan bi dinh chi luu hanh
va thu hoi do s dung nguyén liéu chira tap chat gay ung thu. Bén canh dé, cé
83 loai thudc cé chlra hoat chat Valsartan khong st dung nguyén liéu cla cac
cbng ty ndi trén sé tiép tuc dugc nhap khau, sadn xuat, luu hanh.

Trudc dé, To chirc Y té thé giéi (WHO) thong bao vé viéc Co quan quan
ly duoc chdu Au (EMA), co quan quan ly thuéc va thuc pham Hoa Ky
(US FDA) va mét sé qudc gia khac trén thé gidi da thu hoi cac thuéc
chira hoat chat valsartan duoc san xuat tu nguyén liéu valsartan cua
cdng ty Zhejiang Huahai Pharmaceuticals (Trung Quéc) do nguyén liéu
nay bi nhiém tap chat N-nitrosodimethylamine (NDMA).



DPay la tap chat khéng gay nguy hai tic thoi nhung cé thé gay ung thu khi st
dung trong thai gian dai.

Tai Viét Nam, BO Y té da cap s6 dang ky luu hanh cho 111 thuéc cé chira hoat
chat valsartan; trong dé c6 23 thu6c cé sir dung nguyén liéu valsartan do cong
ty Zhejiang Huahai Pharmaceuticals (Trung Quoc) san xuat.

Do dé, BO Y té da cd van ban yéu cau cac co sé san xuat, kinh doanh, xuat nhap
khdu ngimng ngay viéc nhap khau, san xuat, luu hanh, st dung doi véi 23 thubc

c6 sir dung nguyén liéu valsartan cla céng ty Zhejiang Huahai Pharmaceuticals
(Trung Quoc) va thu hoi 23 thudc nay trong pham vi cd nuéec.

Nham dam bao cung (ng du thudc cé chat lugng phuc vu nhu cau diéu tri va
trdnh bién déng vé gia thudc, BO Y té€ yéu cau cac co sé san xuat, kinh doanh
ti€p tuc nhap khau, san xuat, luu hanh 88 thuéc con lai cha valsartan khong st
dung nguyén liéu cla cong ty Zhejiang Huahai Pharmaceuticals (Trung Quoc)
dé thay thé cho 23 thuéc bi dinh chi luu hanh va thu hoi.

BO Y té van dang ti€p tuc theo dbi chat ché, cap nhat thong tin tlr T6 chic Y té
thé gidi, EMA, FDA va céc co quan quan ly dugc khac dé kip thoi x&r ly cling nhu
théng bdo cho cén b y té va ngudi st dung.
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