BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc ldp - Ty do - Hanh phiic
Sé: 546 /QP-QLD Ha Ngi, ngdy ¢4 thing g ndm 2015
QUYET PINH

Vé viéc dinh chi liru hanh, thu hdi va rit 6 ding ky lwu hanh thude ra khoi
danh myc céc thube dwgc cip sb ding ky tai Viét nam.

' CYC TRUGNG CUC QUAN LY DUQC

Can cir Luat Dugc ngdy 14 thang 6 ndm 2005;

Cin cir Nghj dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phu quy
dinh chirc néing, nhiém vy, quyén han va co cdu td chirc cia Bo Y té;
~ Cin ot Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia BS truémg B4 Y té
quy dinh chirc ning, nhiém vy, quyén han v co cu td chirc ciia Cyc Quan ly Dugc
thudc B§ Y té;

Cin cit Thong tr s6 44/2014/TT-BYT ngay 25/11/2014 ctia B§ Y t& quy dinh
viéc ding ky thudc;

Xét d¢ nghj clia Truéng phong Thanh tra dwgc, m§ phim, Truéng phong
Quén ly chat lugng thudc va Truéng phong Pang ky thubc - Cuc Quan Iy Dugc,

QUYET PINH:

Di¢u 1. Rit sb ding ky thubc vién nén Asmin (Theophylin 109mg,
Phenobarbital 8mg, Ephedrin HCI 25 mg) SPK VD-17028-12 do Céng ty c¢b phén
dugc phdm trung uong 25 dimg tén ding ky, san xuét ra khéi Danh muc cic thubc
dugc cdp sb ding ky Iuu hanh tai Viét Nam.

*Ly do: Thudc duge sin xuét khong ding véi hd so ding ky luu hanh da
dugc BO Y té xét duyét.

Piéu 2. Dinh chi luu hanh trén toan quéc va thu hdi toan bs thuéc Asmin néu
trén.

Pidu 3. Giao cho co s& ding ky, sén xudt, kinh doanh thuéc Asmin néu trén
thyc hién thong bao thu hdi, thu hdi va bdo céo két qua thu hdi thube theo quy dinh
tai Théng tur s6 09/2010/TT-BYT ngay 28/4/2010 cia B$ Y té hudng din quin Iy
chét lwgng thudc.

Piéu 4. Quyét dinh ndy c6 hiéu luc ké tir ngay k¥ ban hanh.



Pidu 5. Gidm dbc S& Y té c4c tinh, thanh phd trye thuge Trung wong, Gidm
dbc cac don vj kinh doanh thudc, Gidm dbc co s& dang ky va/hoic san xudt thude
Asmin néu tai Diéu 1, 2 chju trach nhiém thi hanh Quyét dinh nay.

Nai nhén: =a.. CUC TRUONG
- Nhu Didu 5; e

- BT. Nguy?n Thj Kim Tién (8& b/c); : 3
- Céc Thit trudng ( ai blc);

- Cic Phé Cyc tndmg Cyc QLD;

- Cyc Quén Y - BY Quéc phong, Cyc Y té - B Cong an;
- Cye Y th Giao thdng véin tdi - BY Giao théng vén tdi;

- Téng cuc Hai quan - B TAi chinh, Bao him Xa héi Viét Ni
- Vu Phip ché, Cyc Quan Iy Y, Dugc cb trupén, Cyc Quén Iy .
chita bénh, Thanh tra BY Y 1, Vién KN thubc TW, Vién KN thube P .

TP. HCM: Trwong Quoc Cwong
- Téng Céng ty Duge Vist Nam, Hiép h§i SXKD Duge, Céc Céng ty

XNK Dugc phim;

- Céic Bénh vién & Vién cé givdng bénh tryc thudc BO Y té;

- Website Cyc QLD, Tap chf Duge & M9 phim-Cypc QLD;

- Bf phén mbt cita — Cyc QLD;

- Lwu: VP, QLKDD, QLCLT, TTrD-MP, DKT.
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