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V/v thu hbi thudc Pneumorel

Kinh gui:
- S& Y té cac tinh, thanh phé truc thudc Trung uong;
- Cong ty CP dugc liéu Trung wong 2 (Phytopharma);
-'Vin phong dai dién Les Laboratories Servier tai Tp. Ha N6i

Cin cit vao céc quy ché duoc hién hanh caa Viét Nam;

Cin cir thong béo ciia Co quan quén Iy Duoc Phap (ANSM) vé viéc thu hdi
thudc Pneumorel (chira hoat chét Fenspiride hydrochloride) do nguy co giy rbi
loan nhijp tim cia ngudi sir dung;

Can cir vin thu d ngay 01/02/2019 cia Vin phong dai dién Les
Laboratories Servier tai Tp. Ha N&i, van thu s6 2019/10 dé ngay 29/01/2019 cua
Céng ty Les Laboratories Servier v& viéc dé nghi thu hdi thudc Pneumorel do c6
nguy co gy rdi loan nhip tim cta nguoi sir dung,

Pé dam bao an toan cho ngudi sir dung, Cuc Quan ly Dugc thong bao:

1. Pinh chi luvu hanh toan quéc tit ca céc 16 thuéc Pneumorel (Fenspiride
hydrochloride 80mg) do Cong ty Les Laboratories Servier san xuat, Cong ty CP
dugc ligu Trung vong 2 (Phytopharma) nhap khau.

2. Yéu cdu Cong ty CP dugc liéu Trung wong 2 (Phytopharma) phdi hop
véi nha phan phbi:

- Trong th&i han 48h ké tir ngay ky cdng vin nay, giri théng béo thu hdi t6i
cac co sd ban bubn, ban lé, sir dung va tién hanh thu hdi toan bd céc 16 thudc
Pneumorel do Céng ty Les Laboratories Servier san xuét ¢6 nguy co khéng dam
bao an toan néu trén.

- Giri béo cdo thu hdi vé& Cyc Quan ly Dugc trong vong 30 ngay ké tir ngay
ky cong van nay, hé so thu héi bao gom s6 lugng nhap khau, ngay nhap khéu, sb
lugng thu héi, cic bing chlmg v& viéc thuc hién thu hdi tai cac co sd ban budn,
ban 1é, sir dung dd mua thubc theo quy dinh tai Théng tur s6 11/2018/TT-BYT
ngay 04/5/2018 cia B§ Y té quy dinh vé chét lugng thudc, nguyén liéu 1am thuéc.

3. D& nghj S& Y té c4c tinh, thanh phd, Y té c4c nganh:

- Théng bdo viéc thu hdi tit ca cac 16 thubc Pneumorel tdi cac co s kinh
doanh, sir dung thu6c trén dja ban;

- Cong b théng tin viéc thu hdi tit ca cac 16 thudc Pneumorel trén trang
thong tin dién tir ciia S&;



- Kiém tra va gidm sét céc co s& kinh doanh, sir dung thudc trén dia ban
thyc hién thong béo nay; xir Iy nhimg don vi vi pham theo quy dinh.

4, P& nghi S& Y té Tp. H6 Chi Minh kiém tra va giam sat Cong ty CP dugc
li¢u Trung wong 2 (Phytopharma) thyc hién thu hdi tét ca cac 16 thudc Pneumorel.

Cuc Quan ly Dugc thong bio dé cac don vi biét va thyue hién./.
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