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Sb;j?/1£3/QLD-CL Ha N9i, ngayA.CJ. thang .9. nam 2013 
. V /v dinh chi luu himh -

thu6c khong d~t tieu chu~n chfrt luqng 

Kinh gui: 
- Sa Y te cac tinh, thanh ph6 tqrc thu'('>c Trung uong 
- Cong ty C6 phfrn Duqc Trung uong Medipharco- Tenamyd. 

-Can cu cac quy .djnh v~ qmin ly duqc hi~n hanh cua Vi~t Nam. 
- Can cu cong van s6 232NKNT-KHTH d~ ngay 12/8/2013 cua Vi~n Ki€m 

nghi~m thu6c Tp. H6 Chi Minh gui kern phieu ki€m nghi~m s6 0368NKN-KT 2013 
ngay 12/8/2013 v~ thu6c vien nen bao phim Amlofresh (Amlodipine and Atorvastatin 
Tablets), S6 lo: SFA201, HD: 12.10.2014, SDK: VN-10654~10, do Cong ty Cure 
Medicines (India) Pvt. Ltd., India sfm xudt, Cong ty C6 phfrn Duqc Trung uong 
Medipharco - Tenamyd nh~p khftu. Mftu thu6c do Trung Him Ki€m nghi~m Duqc 
phftm My phftm Binh Dinh ldy t~i Khoa duqc - B~nh vi~n da khoa tinh Binh Dinh (1 06 
Nguy~n Hu~, thanh ph6 Quy Nhan, tinh Binh Djnh). Thu6c khong d~t tieu chuftn chdt 
luqng v~ chi tieu ham luqng Atorvastatin. 

Cvc Qufm ly duqc thong bao: 

1. Dinh chi luu hanh tren toan qu6c thu6c vien nen bao phim Amlofresh (Amlodipine 
and Atorvastatin Tablets), Lo s6: SFA201, HD: 12.10.2014, SDK: VN-10654-10, do 
Cong ty Cure Medicines (India) Pvt. Ltd., India san xudt, Cong ty C6 phfrn Duqc 
Trung uang Medipharco- Tenamyd nh~p khftu. 

2. Cong ty c6 phfrn Duqc TW Medipharco-Tenamyd ph6i hqp v6i nha cung cdp, phai: 
+ Gui thong bao thu h6i t6i nhfrng nai phan ph6i, su dvng thu6c vien nen bao 

phim Amlofresh (Amlodipine and Atorvastatin Tablets), Lo s6: SFA201 , HD: 
12.10.2014, SDK: VN-10654-10, do Cong ty Cure Medicines (India) Pvt. Ltd., India 
san xudt va tien hanh thu h6i toan b9 16 thu6c khong d~t tieu chuftn chfit luqng neu 
tren. 

+ Gui bao cao thu h6i, h6 sa thu h6i thu6c khong d~t tieu chuftn chdt luqng 
theo quy djnh Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 cua B9 Y tS huang d~n 
vi~c quan ly chdt luqng thu6c v~ Cvc Quan ly duqc tru6c ngay 10/10/2013. 

3. Sa Y te cac tinh, thanh ph6 tn,rc thu(>c Trung uong, Y te cac nganh thong bao cho 
cac ca sa kinh doanh, sir dvng thu6c thu h6i 16 thu6c khong d~t tieu chuftn chdt luqng 
neu tren; ki€m tra Va giam sat cac dan vi thl,IC hi~n thong bao nay; XU ly nhfrng dan vj 
vi ph~m theo quy djnh hi~n hanh; bao cao v~ Cvc Quan ly duqc va cac CO' quan chuc 
nang c6 lien quan. 

4. SaY t€ tinh Thua Thien - HuS, SaY tS tinh Binh Dinh ki€m tra, xu ly cac don vi vi 
ph~m theo quy dinh hi~n hanh./. 

Nui nh{in: 
- Nhu tren; 
- Thanh tra BQ Y t€ (d€ phfli hqp); 
- VKN thuflc TW, VKN thuflc Tp.HCM; 
- C1,1c Quiin y- B9 Qu6c phong; 
- C1,1c Y t€ - B9 Cong an; 
- C1,1c Y t~ GTVT - BQ GTVT; 

B~nh vi~n da khoa tinh B lnh Dinh (1 06 Nguy~n Hu~, Tp. Quy Nhcrn, 
tinh Blnh Dinh) (d€ th1,1·c hi~n) ; ~ 

- Website C1,1c Qufm ly duqc; 
- P.DKT, P.QLKDD, P.PC&HN, P.QLTT-QCT, T<;1p chi D&MP- C1,1c QLD; 
- Luu: VT, CL. 
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