BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc lap- Tw do - Hanh phic
8644008 /QLD-TTra Ha Néi, ngay 4 thang g nam 2018

V/v ngimg nh4n hd so ding ky thubc,
nguyén li¢u lam thudc

Kinh gtri: Cong ty Micro Labs Limited., India
(dia chi : No.27, Race Course Road, Bangalore 560 001 ., India)

Cin cir Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy
dinh chi tiét mot s6 diéu va bién phép thi hanh Luét dugc; Can ot Bién ban 1am
viéc s6 64/QLD-BBLV ngay 13/7/2018 giita Cuc Quén 1y Duoc véi Cong ty
Micro Labs Limited., India va Céng ty TNHH Nutri-Pharma USA, Cuc Quén ly
Dugc thong bao nhur sau:

1. Ngimg nhan hd so cép, gia han gidy ding ky luu hanh thudc, nguyén
liéu lam thudc déi v6i cac thude, nguyén liéu 1am thudc do Céng ty Micro Labs
Limited., India (dia chi: No.27, Race Course Road, Bangalore 560 001 ., India)
san xuét, dimg tén ding ky.

Ly do: Khong thuc hién viéc cdp nhét théng tin duogc 1y dbi véi thube
chira khang sinh nhém fluoroquinolon trén t& huéng din sir dung cua thudc
Microluss (Ciprofloxacin 500mg), SPK VN-16843-13, s§ 16 CKTP0122, NSX
12/12/2017 dang luu hanh tai Viét Nam theo yéu cau ctia B§ Y té.

2. Thoi han tam ngimg tiép nhan cac loai hd so trén ciia Cong ty Micro
Labs Limited., India (dia chi: No.27, Race Course Road, Bangalore 560 001.,
India) 13 06 thang ké tir ngay ky ban hanh Céng vin nay.

Cuc Quén Iy Duoc théng bao d& Cong ty biét va thuc hién /.
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