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- V/v dinh chi luu hanh ~ '
thudc khong dat tiéu chuin chit lugng

Kinh gi: ) , ]
- S& Y t€ cdc tinh, thanh pho trirc thudc Trung uong
- Cong ty Co phan Dugc Trung wong Medipharco - Tenamyd.

- Can cit cac quy dinh v& quan 1y dugc hién hanh cua Viét Nam.,

- Cin cr cong vin sd 232/VKNT-KHTH dé ngiay 12/8/2013 ctia Vién Kiém
nghiém thubdc Tp.. Hb Chi Minh giri kém phiéu kiém nghiém s 0368/VKN-KT 2013
ngdy 12/8/2013 v& thudc vién nén bao phim Amlofresh (Amlodipine d Atorvastatin
Tablets), S6 16: SFA201, HD: 12.10.2014, SPK: VN- 10654-10, do Cong ty Cure
Medicines (India) Pvt. Ltd., India san xuit, Cong ty Cb phin Duogc Trung wong
Medipharco - Tenamyd nhgp khiu. Mau thubc do ..ung tim K 1 . Duoge
phim My phim Binh Dinh 14y tai Khoa duoc - Bénh vién da khoa tinh Binh Pinh (106
Nguyén Hué, thanh phd Quy Nhon, tinh Binh Dinh). Thudc khong dat tiéu chuén chit
luong vé chi tiéu ham hrong Atorvastatin.

Cuc Quan ly duoc thong bao:

1. Pinh chi Iuvu hanh trén toan qudc thudc vién nén bao phim Amlofresh (Amlodipine
and Atorvastatin Tablets), Lévsc"): SFA201, HD: 12.10.2014, SPBK: VN-10654-10, do
Cong ty Cure Medicines (India) Pvt. Ltd., India san xuét, Cong ty CH phin Dugc
Trung wvong Medipharco - Tenamyd nhédp khéu.

2. Cong ty C6 phan Duge TW Medipharco-Tenamyd phéi hop véi nha cung chp, phai:

+ Guri théng bdo thu hdi t6i nhimg noi phan phdi, stt dung thubc vién nén bao
phim Amlofresh (Amlodipine and Atorvastatin Tablets), Lo sé: SFA201, HD:
12.10.2014, SBK: VN-10654-10, do Cong ty Cure Medicines (India) Pvt. Ltd., India
san xuét va tién hanh thu hdi toan bd 16 thubc khong dat tiéu chuin chét lwgng néu
trén.

+ Gt béo céo thu hdi, hd so thu hdi thubc khong dat tiéu chuan chét luong
theo quy dinh Thong tu 56 09/2010/TT-BYT ngay 28/4/2010 cua B4 'Y tth = 7
viéc quan ly chit lrgng thude v& Cuc Quan ly dugc truge ngay 10/10/2013.

3. SO Y té cac tinh, thanh phd trirc thudc Trung uong, Y té céc nganh thong bdo cho
cdc co so kinh doanh, st dung thudc thu hdi 16 thubc khong dat tiéu chuin chét luong
néu trén; kiém tra va gidm sét cac don vi thuc hién thong bdo nay; xir Iy nhimng don vi
vi pham theo quy dinh hi€n hanh; bdo céo v& Cuc Quan ly dugc va céc co quan chirc
nang co lién quan.

4. S& 'Y té tinh Thira Thién - Hué, S& Y té tinh Binh Dinh kiém tra, x& ly céac don vi vi
pham theo quy dinh hi¢n hanh./.
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