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Ky bdi: S& Y t&

SOY TE Poc 1ap — Tu do — Hanh phic
Sb: 352/SYT-NVD Ha Tinh, ngay 25 thang 02 nam 2019

V/v thu hdi thudc Pneumorel

Email: Kinh guri:

soyte@hatinh.g - Cac don vi kham chita bénh;

ovvn - UBND céc huyén, thi x, thanh pho;

Co quan: Tinh - Trung tam Y té/Y té du phong cac huyén, thi x4, thanh phd;
?ﬁ;ﬁgg n ky: - Cac Cong ty dugc trong tinh.

25.02.2019

Cin cir Cong van s6 1784/QLD-CL ngay 15 thang 02 nam 2019 cia Cuc
Quanlyduoc- BOY té vé viéc thu hoi thudc Pneumorel,

Pé dam bao an toan cho nguoi st dung, S¢' Y té thong béo:

Dinh chi luu hanh tit ca cac 16 thudc Pneumorel (Fenspiride hydrochloride
80mg) do Cong ty Les Laboratories Servier san xuat, Cong ty CP duoc liéu Trung
wong 2 (Phytopharma) nhap khau. Ly do: Thubc Pneumorel (Fenspiride
hydrochloride 80mg) c6 nguy co gay rdi loan nhip tim cia ngudi sir dung.

Nhén duoc thong bao nay, S& dé nghi:

- Cac don vi kham chira bénh thong bao rong rdi cho can bg, vién chirc, cac
khoa phong, bo phan biét, kiém tra trong kho thudc cua don vi, thu héi thude
Pneumorel (Fenspiride hydrochloride 80mg) néu trén;

- Trung tdm Y té du phong cic huyén, thi x3, thanh phd thong bao cho céac
Tram y té x4, phuong, thi trn trén dia ban biét thu hoi thuéc Pneumorel
(Fenspiride hydrochloride 80mg) néu trén;

- UBND cac huyén, thi xa, thanh phd chi dao Phong Y té thong béo cho cac
nha thube tu nhan va cac co so hanh nghé y tu nhan trén dia ban biét thu hoi thude
Pneumorel (Fenspiride hydrochloride 80mg) néu trén; kiém tra va giam sat cac don
vi thuce hién thong bao nay;

- Céac Cong ty duoc thong bao cho céac chi nhanh, quay thudc, dai 1y trong hé
théng phan phdi ctia minh va kiém tra trong kho thuéc caa don vi, thu hoi thude
Pneumorel (Fenspiride hydrochloride 80mg) néu trén;

- Céc don vi kinh doanh, str dung thudc néu c6 thuéc Pneumorel (Fenspiride
hydrochloride 80mg) néu trén phai khan truong thu hoi, bao cdo vé Phong Nghiép
vu dugc - S6 Y té trudc ngay 21/3/2019 (Bao cao thu hoi, ho so thu hoi thudce



khong dat tiéu chuan chat luong theo quy dinh Thong tu s6 11/2018/TT-BYT ngay
04/5/2018 ctiia Bo Y té quy dinh vé chat lugng thude, nguyén liéu lam thudc)./.

Noi nhin: KT. GIAM POC
- Nhu trén; PHO GIAM POC
- Trung tam KN Thudc, MP,TP; (D ky)

- Website SYT, muc Thuoc va TTGT;

- Luu: VT, NVD.

Gtri van ban giay va dién ta.

Tran Xuan Dang



		2019-02-25T10:00:15+0700
	Việt Nam
	Sở Y tế
	Sở Y tế<soyte@hatinh.gov.vn> đã ký lên văn bản này!




