
BOYTE CONG HOA xA HOI CHU NGHiA VIETNAM . . . 
eve QUAN LY DUQe 

S6:) Jl0i/QLD-CL 

D()c l~p- T\r do- H~nh phuc 
Ha Nf)i, nga)b(J thimg d nam 2013 

V /v: dlnh chi luu hanh thu6c 
khong d~t tieu chufui ch~t lu<;mg 

Kinh giri: - Sa Y t€ cac tinh, thanh phi> tn.rc thu()c Trung uang; 

- Cong ty c6 phfin duqc phdm thi€t hi y t€ Ha N9i. 

-Can cu vao cac qui ch€ duqc hi~n hanh cua Vi~t Nam. 

-Can cu cong van s6 227/VKNT-KHTH d€ ngay 07/8/2013 cua Vi~n ki€m nghi~m 
thuf>c Thanh phi> H6 Chi Minh giri kern phi€u ki€m nghi~m sf> 0310/VKN-KT2013 ngay 
07/8/2013 v€ thuf>c Vien nen ANGIOTEN (Losartan potassium 50mg), Lo SX: 522114, 
Ngay SX: 28/02/2013; HD: 29/02/2016, SDK: VN-13350-11 do Cong ty PT Kalhe Farma 
Tbk. Indonesia san xufrt, Cong ty c6 phfin duqc phdm thi€t hi y t€ Ha N9i nh?p khdu. M~u 
thu6c do Vi~n ki6m nghi~m thuf>c Thanh ph6 H6 Chi Minh lfry t~i Chi nhanh Cong ty cb 
phfin duqc phdm ECO (Tp. Ha N()i), 148 Hoang Hoa Tham, P.l2, Q. Tan Binh, Tp. H6 
Chi Minh. Thu6c khong d~t tieu chudn chfrt luqng d6i v&i chi tieu d9 hoa tan. 

Cl,lc quan ly Duqc thong hao: 

1. Dinh chi luu hanh toan qu6c thuf>c Vien nen ANGIOTEN (Losartan potassium 
50mg), Lo SX: 522114, Ngay SX: 28/02/2013; HD: 29/02/2016, SDK: VN-13350-11 do 
Cong ty PT Kalhe Farma Thk. Indonesia san xufrt, Cong ty c6 phfin duqc phdm thi€t hi y 
t€ Ha N9i nh?p khdu. 

2. Cong ty c6 phfin duqc phdm thi€t hi y t€ Ha N9i ph6i hqp v&i nha cung irng phai: 

+ Giri thong hao thu h6i t6i nhfmg nai phan ph6i, sir dl,lng thuf>c Vien nen 
ANGIOTEN (Losartan potassium 50mg), Lo SX: 522114, Ngay SX: 28/02/2013; HD: 
29/02/2016, SDK: VN-13350-11 .do Cong ty PT Kalhe Farma Thk. Indonesia san xufrt, 
Cong ty c6 phfin duqc phdm thi€t hi y t€ Ha N9i nh?p khAu va thu h6i toan h9 lo thu6c 
khong d~t tieu chudn chdt luqng neu tren. 

+ Giri hao cao thu h6i, h6 sa thu h6i thu6c khong d~t tieu chudn chdt 1uqng theo quy 
dinh t~i Thong tu sf> 09/2010/TT-BYT ngay 28/4/2010 cua B9 Y t€ huang d~n vi~c quan 
ly chfrt luqng thuf>c v€ Cl,lc quan 1y duqc tru&c ngay 23/9/2013. 

3. Sa Y t€ cac tinh, thanh phi> tn.rc thu()c Trung uang, Y t€ cac nganh thong hao cho cac 
CO' sa kinh doanh, SU dl,lng thuf>c thu h6i lo thuf>c khong d~t chfrt 1uqng neu tren, ki€m tra 
va giam sat cac dan vi thgc hi~n thong bao nay; xu ly nhfmg dan vi vi ph~m theo quy 
dinh hi~n hanh; hao cao v€ Cl,lc quan ly duqc va cac ca quan chuc nang c6 lien quan. 

4. Sa Y t€ Tp. H6 Chi Minh, Sa Y t€ Tp. Ha N9i ki€m tra, xu ly cac dan vi vi ph~m theo 
quy dinh hi~n hanh. 

Nui nh~n: ·I. ' 

. - Nhutren; 
- Thanh tra BQ Y t~ ( d6 ph6i hqp ); 
- VKN thu6c TW, VKN thu6c Tp. HCM; 
- C\lc Quan Y - B¢ Qu6c phOng; · 
- C\lc Y t~ - BQ C6ng An; 
- C\lc Y t~ GTVT- BQ GTVT; 
- Chi nhanh CT CP DP ECO (Tp. Ha N¢i), 148 Hoang Hoa 

Tham, P.12, Q. Tan Binh, Tp. HCM (d€ th\l'C hi~n); 
- PhOng KDDuqc, Phong DKT, Phong PCHN, PhOng TTQC, 

Website, T~p chi DMP- C\lc Qufm ly duqc; 
- Luu: VT, CL (02 bfm). 
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