BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic 1§p - Ty do - Hanh phile

S&:0/%. /QLD-CL Ha Néi, ngay/X . théng L2 ndm 2014
V/v dinh chi luu hanh

thude khong dat tiéu chudn chét lugng

Noi nhin:

-

- Cic YA GTVT - By GTVT:

Kinh giti: ' .
- 8& Y té céc tinh, thanh phd trye thude Trung uong
- Céng ty cd phin Dugc liéu Trung wong 2

Cin cir céc quy dinh v& quan 1y dugc hién hanh cia Viét Nam.

- Ciin cfr cdng vin sb 66/VKNTTW-KH & ngay 25/01/2014 céa Vién Kiém
nghigm thude Trung wong giri kém Phiéu kiém nghiém s6 441223 ngay 25/01/2014 vé
thudc HYPOTEX tablets (Captopril 25 mg), S6 16: R001, NSX: 13/04/2012, HD:
12/04/2015, SPK: VN-6779-08, do Céng ty Union Korea Pharm. Co. Ltd., Korea san
xuét, Cdng ty CP Duge lig¢u Trung wong 2 nhip khiu. Miu thudc dugc Iy tai Cong ty
TNHH Thuong magi va Dugc phdm Van Phic, Qudy 105, thng 1, Hapumedicenter, S&
1 Nguyén Huy Tudng, Quin Thanh Xuén, Tp. Ha Noi. Thudc khong dat tiéu chuin
chét lwgng vé cée chi tiu dinh lvong va 48 déng ddu don vi phén lidu.

Cye Quén 1y Dugc théng bdo:

1. Dinh chi lvu hanh trén toan quéc thuéc HYPOTEX tablets (Captopril 25 mg), L&

s6: RO01, NSX: 13/04/2012, HD: 12/04/2015, SDK: VN-6779-08, do Cdng ty Union

ﬁoﬁm Pharm. Co. L1d., Korea sin xuét, Céng ty cb phin Dugc li¢u Trung wong 2 nhip
u.

2. Cong ty ¢b phéin Duge liéu Trung wong 2 phéi hop véi nha cung cip, phai:

+ Giri thong béo thu hdi t6i nhimg noi phin phdi, sir dung thuée HYPOTEX
tablets (Captopril 25 mg), L6 sé: R001, NSX: 13/04/2012, HD: 12/04/2015, SDK:
VN-6779-08, do Cng ty Union Korea Pharm. Co. Ltd., Korea sin xufit vA tién hanh
thu hdi toan b 16 thude khéng dat tiéu chusn chét lugng néu trén.

+ Gtri bdo céo thu hdi, hd so thu hdi thudc khong dat tiéu chuin chét lugng theo
quy dinh Thdng tr s6 09/2010/TT-BYT ngay 28/4/2010 ciia By Y té huémg din viec
quén Iy chét lwgng thudc vé Cuc Quin Iy duge trude ngay 18/3/2014,

3. S& Y té cdc tinh, thanh phé tryc thude Trung wong, Y té cdc nganh théng béo cho
céc co s& kinh doanh, sir dung thude thu hdi 16 thudc khdng dat tiéu chuin chét luong
néu trén; kiém tra va gidm sét céc don vi thye hién thdng bdo ndy; xit 1 nhimg don vj
vi pham theo quy dinh hién hanh; béo cdo v& Cyc Quan Iy Duge va céc co quan chirc
néng cb lién quan.

4.8 Y t Tp. H8 Chi Minh, S& Y t& Tp. Ha N§i kiém tra, xir I cdc don vi vi pham
theo quy djnh hi¢n hanh./.

Nhur trén;

VKN thubc TW, VKN thube Tp. HCM:
Cue Quin y - B Qubc phong;

Cuc Y tf - Bf Clng an;

- Céng ty TNHH TM & DP Van Phixc, Qudy 105, tng 1, Hapumedicentoh . S¥iia

- P.DKT, P.QLKDD, P.TTra Duge-MP, P.QLTT-QCT,
- Webtite Cye Quén Iy duore;

$6 1 Nguyén Huy Tudmg, Quén Thanh Xuin, Tp. Ha Nbi (88 thyc hién);

Tap chi Duge&MP - Cuc QLD
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