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Vv thu héi thude Pneumore]

Kinh giri:
- Cac don vi truc thude S¢ v té;
- Phong Y € cac huyen, Tx. Long Khénh, Tp. Bién Hoa:
- Cdc co s¢ ban buén thude trap dia ban tinh,
(Sau day goi tt 1a c4e don vi)

Thuc hién cong vin sé 1784/QLD-CL ngay 15/02/2019 cia Cuc Quan Iy
Duge ~Bo Y té v viéc thu hdi thude Pneumorel;

(Phytopharma) nhap khau.

Ly do thu héi: Thudc Pneumore] ¢6 nguy co gay roi loan nhip tim cia nguoi
sur dung.

€o tréch nhiém gt thong béo cho cic co 5@ ban 18, cac co so sir dung thudc ngoai
cong 1ap trén dia ban quan Iy; kiém tra va giam st cac ¢o 56 thue hién théng bao;
XUr ly nhitg co sé vi pham theo quy dinh hién hanh,

Noi nhén;
- Nhu trén;
-BGD SYT (bdo cio);
- BVBK Cao su Bng Nai:
- TTKN, Thanh tra S6, P. QLHN;
- Trung tam TT-GDSK,
- Website S¢ Y Déng Nai;
- Chi Cuc QLTT bN;
- Lwu: VT, NVD,

e

) Phan Huy Anh Vi

S6 2 - Phan Pinh Phung, phuong Quang Vinh, thanh phé Bién Hoa, tinh Déng Nai
bT: (0251) 942641, Fax: (025 1) 847269, Email: syt@dongpai.gov,vn, Website: syt.dongnai.gov.vn
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Vv thu héi thude Pneumore]

Kinh gtri: ) ’
- SO Y té céc tinh, thanh phd trire thuge Trung uong;
- Cong ty CP dugec lidu Trung vong 2 (Phytopharma);
- Vén phong daj dién Les Laboratories Servier tai Tp. Ha Noi

Can e vao cac quy ché duge hién hanh cia Viét Nam;

Can ctr théng béo ciia Co quan quén 1y Dugc Phap (ANSM) vé viéc thu hdj
thude Pneumorel (chira hoat chit P enspiride hydrochloride) do nguy co gay rdi
loan nhip tim coa nguoi st dung;

Dé dam bao an toan cho nguei sir dung, Cuc Quan ly Dugec théng bdo:

L. Binh chi Ivu hanh toan quéc tit ca cac 16 thude Pneumorel (Fenspiride
hydrochloride 80mg) do Coéng ty Les Laboratories Servier san xuat, Céng ty CP
dugce lidy Trung wong 2 (Phytopharma) nhap khau,

2. Yéu cu Cong ty CP duge liéu Trung vong 2 (Phytophaxma) phéi hop
v6i nha phan phéi:

- Trong théi han 48h ké tr ngay ky cOng vin nay, gUi théng béo thu hdi tgi
Cac ¢o 56 ban buén, bén le, st dung va tién hanh thy hdi toan bo céc 15 thude

- G bdo cdo thu héi vé Cyc Quén Iy Duge trong véng 30 ngay ké tir ngay
ky cong vin ndy, hé so thu hdj bao gdém s luong nhip khiy, ngay nhap khauy, sé
lwong thu hdi, cac béng chimng vé viéc thuc hién thy héi tai cdc co s¢ ban buén,
ban l¢, sty dung d3 mua thuéec theo quy dinh tai Théng tr sé 1 12018/TT-BYT
ngay 04/5/2018 ciia B Y t quy dinh vé chit lugng thuée, nguyén lidy lam thudc.

3. D& nghi S& Y té cac tinh, thanh phé, Y té c4c nganh:
- Théng bao viéc thy héi tht ca c4c 16 thube Pneumore! t6i cac co s¢ kinh
doanh, siy dung thudc trén dia ban;

- Céng b thong tin viéc thy hdi tt ca cac 16 thuge Pneumorel trép trang
thong tin dién tr cia Sg;




- Kidm tra va giam sat cac co sO kinh doanh, st dung thude trén dia ban
thyre hién thong bao nay; xir ly nhimg don vi vi pham theo quy dinh.

4. D2 nghi S& Y t& Tp. 135 Chi Minh kiém tra va giam st Cong ty CP duge
liéu Trung Uong 2 (Phytopharma) thuc hién thu hi tht ca cac 10 thudc Preumorel.

Cuc Quéan ly Duge thong bdo 43 cac don vi biét va thyc hién./

Noi nhn: KT. CUC TRUONG
- Nhu trén; PHO CUC TRUONG

- Cuc trnrémg Vil Tuén Cuong (dé ble),

- VKN thude TW, VKN thude Tp. HCM;

- CycQuénY - Bo quéc phdng; Cyc Y é - Bo Cong
an; Cuc Y & GTVT - B6 GTVT,

- Cac phong DKT, QLKDD, Thanh tra Duge-MP,
website — Cuc QLD

- Lwu: VT, CL (®D.
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