BO Y TE CONG HOA XA HOI CHU NGHITA VIET NAM
CUC QUAN LY DuoC Poc lap Tw do - Hanh phc

So:y/#0 /QLD-CL Ha Néi, ngay thang Q3 nam 2019
V/v thu hoi thude Fenspirol

Kinh gti:
- S& Y té céac tinh, thanh pho trwc thudc Trung uong;
- Cong ty Polfarmex S.A;
- Cong ty cd phan dugc pham Trung wong 1 - Pharbaco,

Ngay 15/02/2019, can ct théng bdo cua Co quan quan ly Dugc Phap
(ANSM) vé viéc thu hoi thudc Pneumorel (chra hoat chat Fenspiride
hydrochloride) va dé nghi thu hoi thuéc Pneumorel ctia Van phong dai dién | ,es
Laboratories Servier tai Tp. Ha Noi do nguy co gay r6i loan nhip tim cla nguoi
stt dung, Cuc Quéan ly Dwoc dd c6 cong van s6 1784/QLD-CL vé viéc thu hoi
thu6c Pneumorel.

Ngay 21/02/2019, Cuc Quéan ly Dwoc nhan dwoc van thu s6 01-19/Pol dé
ngay 20/02/2019 cltia Cong ty Polfarmex S.A. dé nghi tam dirng lwu hanh va thu
hoi tat ca cac 16 thuéc Fenspirol (Fenspiride hydrochloride 2 mg/ml), SDK: VN-
16884-13 tai Viét Nam. Van thu cla Cong ty Polfarmex S.A. kem theo Quyét
dinh s6 2/WS/2019 ngay 11/02/2019 cla Co quan quan ly Duvgc Ba Lan vé viéc
tam dirng lwu hanh thu6c sird Elofen (Fenspiride hydrochloride 2 mg/ml) tai Ba
Lan do Fenspiride c6 nguy co cao hon lgi ich cla thu6c.

Dé dam bao an toan cho nguoi st dung, Cuc Quéan ly Dwoc théng bao:

1. Dinh chi lvu hanh tat ca cac 16 thudc Fenspirol (Fenspiride hydrochloride
2 mg/ml) do Céng ty Polfannex S.A. san xuéat, Coéng ty c6 phan dwgc phdm Trung
wong 1- Pharbaco nhap khau.

2. Yéu cau Cong ty c6 phan dwgc pham Trung wvong 1- Pharbaco phdi hop
v@i nha phan phéi:

- Trong thoi han 48h ké tir ngay ky cong van nay, gti théng bao thu hoi tdi
cac co s& ban buobn, ban 1é, st dung va tién hanh thu hoi toan b6 cac 16 thudc
Fenspirol do Céng ty Polfarmex S.A. san xudt c6 nguy co khéng ddm bdo an toan
néu trén.

- Glti bao céo thu hdi vé Cuc Quan ly Duoc trong vong 30 ngay ké tir ngay
ky cong van nay, ho so thu hoi bao gom s6 lvgng nhap khau, ngay nhap khau, so
lwvong thu hodi, cac bang chirng vé viéc thwe hién lhu hoi lai cac co st ban budn,
ban I, st dung dd mua thudc theo quy dinh tai Thong tv s6 11/2018/TT-BYT
ngay 04/5/2018 cua B0 Y té quy dinh vé chat lugng thudc, nguyén liéu lam thubc.



3. Bé nghi S6 Y té cac tinh, thanh phd, Y t€ cac nganh:

- Thong béo viéc thu hoi tat ca cac 16 thudc Fenspirol t&i cac co sé kinh
doanh, s dung thu6c trén dia ban;

- Cong bd théng tin viéc thu hoi tat cd cac 16 thuéc Fenspirol trén trang
thdng tin dién tl clha So;

- Kiém tra va giam sat cac co s¢ kinh doanh, st dung thudc trén dia ban
thuc hién théng bao nay; xr ly nhi*tng don vi vi pham theo quy dinh.

4. Dé nghi S& Y té Tp. Ha Noi kiém tra va giam sat Cong ty c6 phan duoc
pham Trung vong 1thuc hién thu hoi tat ca cac 16 thudc Fenspirol.

5. Cac co s6 kham chira bénh dirng ngay viéc kb don va st dung cac thuéc
chita hoat chat Fenspiride hydrochloride, thu hoi dé tra lai thu6c cho cac co s&
phan phéi, cung ng theo tinh than céng van s6 1784/QLD-CL ngay 15/02/2019
va cong van nay.

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