BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6: 10690e/QLD-DK Ha Noi, ngay 19thang 03 nam 20 25
V/v thay doi, bo sung d6i voi thude
da cap GPKLH

Kinh gtri: Bayer (South East Asia) Pte Ltd
Dia chi: 2, Tanjong Katong Road, #07-01, PLQ3, Sngapore (437161)

Tra 101 ho so sb tlep nhan sb 3161/22/TDNN ngay 30/12/2022 va céc tai liéu
lién quan cta cdng ty vé viéc thay d6i, bd sung déi vai thude di duoc cap gidy ding
ky luu hanh;

Can cu Théng tu sd 08/2022/TT-BYT ngay 05/9/2022 cua B6 Y té quy dinh
viéc dang ky luu hanh thudc, nguyen lidu 1am thudc;

Can ct Bién ban tham dinh hd so thay ddi/bd sung cua cong ty, Cuc Quan ly
Dugc ¢6 y kién nhu sau:

Pong y v6i ndi dung dé nghi thay doi co s dang ky d6i voi thude Diane-35, s6
dang ky 400110069323 (VN-18817-15), cu thé:

- Co so dang ky da duyét: Bayer (South East Asia) Pte., Ltd., dia chi: 2, Tanjong
Katong Road, #07-01, PLQS3, Singapore (437161), Singapore.

- Co so dang ky thay doi: Cong ty TNHH Bayer Viét Nam, dia chi: 118/4 Khu
Cong Nghiép Long Binh hién dai (Amata), Phuong Long Binh, Thanh phé Bién
Hoa, Tinh Dong Nai, Viét Nam.

Ngoai noi dung duoc phé duyét, cac noi dung khac giir nguyén nhu hé so ding
ky thude lwu tai Cuc Quan 1y Dugc.

Cac noi dung thay doi, bo sung néu trén dugc thuc hién ké tir ngdy ky cong van
nay. Riéng noi dung thay d6i, sau 12 thang ké tir ngdy ky cong van nay, cong ty
phai thuc hién theo ndi dung thay ddi da duoc phe duyét.

Cuc Quan |ly Dugc thdng bao dé cong ty biét va thyuc hién dung céc quy dinh vé
dang ky luu hanh thude.

Noi nhén: KT. CUC TRUONG
- Nhu trén; PHO CUC TRUONG
- Cuc truong (dé b/c);

- Luu: VT, PKT ().
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