UBND TINH DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Doc lap — Tw do — Hanh phic

S6: 4003 /SYT-NVD Déng Nai, ngay A/ théng)5ndm 2019
V/v thu hdi thube Fenspirol

Kinh gui:
- Cac don vi truc thude S& Y té;
- Phong Y té cac huyén, Tx. Long Khanh, Tp. Bién I10a;
- Céc co s& ban budn thude trén dia ban tinh.
(Sau day goi tit 1a cac don vi)

Thuc hién céng vin sd 1969/QLD-CL ngay 25/02/2019 cta Cuc Quan ly
Dugc— Bd Y té vé viée thu hdi thube Fenspirol;
Gidm dbc SO Y té Pdng Nai théng bao:
1. Thu héi tit ca cac 10 thudc Fenspirol (Fenspiride hydrochloride 2mg/ml) do

Cong ty Polfarmex S.A san xuit, Céng ty cb phin dugc phdm Trung uong 1-
Pharbaco nhap khau.

Ly do thu hdi: Thude Fenspirol ¢6 nguy ca gay réi loan nhip tim cta nguoi st
dung.

2. Giao Truong Phong Y té cac huyén, thi xd Long Khéanh, thanh phd Bién Hoa
¢6 trach nhiém giri théng bdo cho cic co s& ban 18, cac co s& st dung thude
ngodi cong lap trén dia ban quan ly; kiém tra va gidm sat cac co s¢ thue hién
thong bdo; xir Iy nhiing co s& vi pham theo quy dinh hién hanh.

S& Y té s& to chire gidm sat, kiém tra, cdc co s& thuc hién thdong bao nay./.

(Dinh kem Cong van s6 1969/QLD-CL ngdy 25/02/2019 cia Cuc Quan Iy
Duoc— B¢ Y té)

Noi nhin: GIAM DO6G
- Nhu trén;
- BGD SYT (bao cdo);
- BVDK Cao su Ddng Nai:
- TTKN, Thanh tra So, P. QLHN;
- Trung tdm TT-GDSK;
- Website S6 Y té Pong Nai;
- Chi Cuc QLTT bN;
- Luu: VT, NVD.

S6 2 - Phan Binh Phiing, phuémg Quang Vinh, thanh phé Bién Hoa, tinh Ddng Nai
DT. (0251) 942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vnn, Website: syt.dongnai.gov.vn




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CYC QUAN LY DUQC Dic lip - Ty do - Hanh phic
Sé: A9%3  /QLD-CL Ha Ngi, ngay ;5 thdng g7 nam 2019

V/v thu héi thube Fenspirol

Kinh gui:
-S&Y té cac tinh, thanh phé truc thuge Trung vong;
- Cong ty Poltarmex S.A;
- Cong ty ¢b phén duoc pham Trung uong 1 - Pharbaco,

Ngdy 15/02/2019, can cit thong bdo cia Co quan quan ly Dugc Phap
(ANSM) v& viéc thu hdi thudc Pneumorel (chta hoat chit Fenspiride
hydrochloride) va dé nghi thu hdi thuée Pneumorel clia Vin phong dai dién T.es
l.aboratories Servier tai Tp. Ha No6i do nguy co géy réi loan nhip tim cta ngusi
SiT dnng, Cue Quan Iy Duge ¢ ¢6 cong viin sb 1784/QLD-CL vé viée thu héi
thube Pneumorel.

Ngay 21/02/2019, Cuc Quén ly Duoc nhin duge van thu s6 01-19/Pol dé
ngq.y 20/02/2019 ctia Cong ty Polfarmex S.A. dé nghi tam dimg luu hanh va thu
hdi tat ca cac 16 thude F enspirol (Fenspiride hydrochloride 2 mg/ml), SPK: VN-
16884-13 tai Viét Nam. Vin thu cta Céng ty Polfarmex S.A. kém theo Quyet
dinh s6 2/WS/2019 ngay 11/02/2019 cia Co quan quén Iy Dugc Ba Lan vé viéc
tam dimg luu hanh thubce siré Elofen (Fenspiride hydrochloride 2 mg/ml) tai Ba
Lan do Fenspiride ¢6 nguy co cao hon loi ich cta thube.

Be dam béo an todn cho ngudi st dung, Cuc Quan 1y Duge théng bao:

1. Dinh chi luu hanh tAt ca céc 16 thuUu Fenspirol (Fenspiride hydrochloride
2 mg/ml) do Cong ty Polfarmex S.A. san xudt, Cong ty ¢d phin duge pham Trung
uong | - I'harbaco uhip khiu,

2. Yéu ciu Cong ty cb phin duoc phém Trung vong | — Pharbaco phéi hop
véi nha phan phéi: _

- Trong thoi han 48h ké tir ngay ky céng vin niy, i thong bao thu hoi téi
cdc co s ban budn, ban 1é, sir dung va tién hanh thu hdi toan b6 cac 16 thube
Fenspirol do Cong ty Polfarmex S.A. san xut c6 nguy co khéng dam bao an toan
néu trén.

- Gt bao cao thu héi vé Cue Quan ly Dugrc trong vong 30 ngay ké tir nga}
ky céng van nay, ho so thu hdi bao gbm sb luong nhép khau, ngay nhép khéu, sb
lugng thu hm cac bang, Chlll‘i.f_, vé vice thue hiéu thu Lo1 lai Ld(., ¢o sO bau budn,
ban 1€, st dung di mua thudc theo quy dinh tai Théng tu s& 11/2018/TT-BYT
ngay 04/5/2018 ciia Bé Y té quy dinh v& chit lugng thube, nguyén liéu lam thube,



3. Pé nghi S& Y té cde tinh, thanh phé, Y € cac nganh:

- Thoéng bao viée thu hdi tht ca cac 16 thube Fenspirol t61 cdc co s& kinh
doanh, st dung thubc trén dia bén;

- Céng bb théng tin viée thu hdi tit ca cic 16 thudce Fenspirol trén trang
théng tin dién tr clia S6;

- Kiém tra va giam sét cac co s& kinh doanh, st dung thude trén dja ban
thuc hién théng bao nay; xtr 1y nhitng don vi vi pham theo quy dinh.

4.Dé nghi S& Y té Tp. Ha Noi klem tra va glam sat Codng ty o phan dugc
pham Trung wong ! thire hidn thu hdi tht ca cde 16 thube Fenspirol.

5. Céc co s& khdm chira bénh dung ngay Vl(}C ké don va sir dyng céc thude
chtra hoat chét Fenspiride hydrochloride, thu hm dé tra lai thude cho céc co so
phan phdi, cung Ung theo tinh thin céng vin sé 1784/QLD-CL ngay 15/02/2019
va céng vin nay.

Cuc Quén ly Duyce théng bio dé cace don vi biét va thuc hién./,

Noeinhgn: KT. CUC TRUONG
- Nhu trén; PHO CuCrT RUONG

- Cuc tredng Vii Tudn Cudng (dé bic):
« VKN thude TW, VKN tlmox. Tp. HCM;
- Cuc QuinY Bo quéc phong; Cuc Y té B Cong

an; Cuc Y t8 GTVT - B3 GTVT; D&_’ [
- Cée phong K1, QLK.DD, Thanh tra Duge-MP,

website — Cue QLD;
- Luu: VI, CL (BT). o .

Nguyén Tat Dat
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