BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DbuQcC Doc iap- Tw do - Hanh phac

SoyileoA /QLD-TTra HaNoi, ngay @i thangjo nam 2018
V/v nglrng nhan hé so dang ky thuéc, ’
nguyén liéu lam thuoc

Kinh gii: Cong ty Delorbis Pharmaceuticals Ltd
(dia chi : 17 Athinon Street, Ergates, Industrial Area, 2643 Ergates,

P.0 Box 28629, 2081 Leflcosia, Cyprus)

Can ct* Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phd quy
dinh chi tiét mot s6 diéu va bién phap thi hanh Luat duoc; Can c Bién ban lam
viéc s6 90/QLD-BBLV ngay 11/9/2018 gira Cuc Quan ly Duwoc vai Cong ty co
phan xudt nhap khau Y té Thai An va Cong ty Delorbis Pharmaceuticals Ltd, Cuc
Quén ly Duoc théng béo nhu sau:

1 Ngirng nhan ho so cép, gia han gidy dang ky lwu hanh thubc, nguyén
lieu lam thubc ddi voi cac thudc, nguyén liéu lam thudéc do Cong ty Delorbis
Pharmaceuticals Ltd (dia chi : 17 Athinon Street, Ergates, Industrial Area, 2643
Ergates, P.0 Box 28629, 2081 Lefkosia, Cyprus) san xuat, ding tén dang ky.

Ly do: Khong thuc hién viéc cap nhat thdng tin duoc ly dbi véi thude
chiva khang sinh nhém fluoroquinolon trén t¢ hwéng dan st dung cua thudc
Viprolox 500 (ciprofloxacin 500mg), SDK VN-12510-11, s6 16 16368, NSX
02/9/2017, HD 02/9/2020 dang lwu hanh tai Viét Nam theo yéu cau ctia BO Y té.

2. Thoi han tam ngirng ti€p nhan cac loai ho so trén cta Cong ty Delorbis
Pharmaceuticals Ltd (dia chi : 17 Athinon Street, Ergates, Industrial Area, 2643
Ergates, p.0 Box 28629, 2081 Lefkosia, Cyprus) la 06 thang ké tir ngay ky ban
hanh Céng van nay.

Cuc Quan ly Duoc théng bao dé Cong ty biét vathuc hién /.
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