BOY TE CONG HOA XA HQI CHU NGHiA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phic
S6: 1941e/QLD-BK Ha Noi, ngay 24 thang 02 nam 2021
V/v duy tri hiéu lyc gidy
dang ky luu hanh

Kinh giri: Sanofi-Aventis Singapore Pte. Ltd.

biachi: 38 Beach Road #18-11, South Beach Tower, Singapore
(189767)

Cuc Quan ly Dugc nhén dugce don dé nghi ngay 04/02/2021 va cac tai liéu
lién quan cua Cong ty vé viéc duy tri hiéu luc gidy diang ky luu hanh d6i voi
thudc Phosphalugel, sé ding ky VN-16964-13 do Cong ty diang ky (Ma tiép
nhéan: 60315/TT88);

Can cu Thong tu s6 32/2018/TT- BYT ngay 12/11/2018 cua B9 truéng Bo
Y té quy dinh viéc dang ky lwu hanh thude, nguyén liéu 1am thudc;

Cén cu Thong tu sO 29/2020/TT-BYT ngay 31/12/2020 cua B¢ truong Bo
Y té sua d6i, bd sung va b bé mét s6 vin ban quy pham phép luat do B trudng
B0 Y té ban hanh lién tich ban hanh;

Cuc Quan ly Duoc c6 ¥ kién nhu sau:

1. Dong y dé Cong ty dugc tlep tuc duy tri hiéu luc gidy ding ky luu 11ianh
12 théng ké tir ngdy ky cong van ndy dbi vai thude Phosphalugel, s6 ding ky
VN-16964-13.

2. Thube dugc phép san xuét trong thoi han duy tri hiéu luc gidy dang ky
lwu hanh phai thyc hién theo ding hd so dang ky da dugc Bo Y te (Cuc Quan ly
Dugc) phe duyet vaduogc phép luu hanh dén het han ding cua thudc. Co so ding
Ky, co s& san Xuat phai dam bao duy tri cac diéu kién hoat dong cia co so dang
ky, co s& san xuét theo quy dinh.

3. Trong thoi han hi¢u lyc duy tri cla gidy dang ky Ivu hanh cii ma co so
dang ky dugc gia han glay dang ky Iuu hanh méi thi hiéu luc gidy dang ky luu
hanh cii duoc t1ep tuc 0 hiéu luc dong thoi voi glay dang ky Ivu hanh méi trong
06 thang ké tir ngay gidy dang ky luu hanh méi c6 hiéu luc.

Cuc Quan ly Dygc thong bao dé cong ty biét va thuc hién theo ding céc
quy dinh hién hanh vé san xuat va luu hanh thudc./.
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Approved for 12 months extension visa since signed this letter for PHOSPHALUGEL, Reg. No.: VN-16964-13.
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Sticky Note
During validity of current registration number, if product is approved for 5Y EXT, we have 6 months grace period.
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