BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sb: 23041e/QLD-BK Ha Néi, ngay 21 thang 08 nam 20 24
V/v thay d6i, bd sung dbi voi thube
da duogc cap GbKLH

Kinh gtri: Céng ty TNHH Johnson & Johnson (Viét Nam)

Dia chi: Ta ang 12, toa nha Vietcombank, s6 5 Cong truong M@ Linh, phuong
Bén Nghé, qudn 1, thanh phé Hé Chi Minh, Viét Nam

Tra 161 hd so so tlep nhéan so 32959/TT9l ngay 20/9/2023 va cac tai liéu lién
quan ctia cong ty vé viéc thay doi, bo sung dbi vai thude da dugc cap gidy ding ky
luu hanh;

Can ctir Théng tu sb 08/2022/TT-BYT ngay 05/9/2022 ctia B Y té quy dinh
viéc dang ky luu hanh thude, nguyen liéu lam thudc;

Can ctr Bién ban tham dinh ho so thay d6i/bd sung cia cong ty, Cuc Quén ly
Duoc c6 ¥ kién nhu sau:

Bong y véi ndi dung dé nghi thay ddi, bo sung duoc phé duyét kém theo cong
van nay doi v6i thude Imodium, sé dang ky 560100184823.

Ngoai ndi dung dugc phé duyét, cac ngi dung khac giit nguyén nhur ho so ding
ky thude luu tai Cuc Quan 1y Dugc.

Cac noi dung thay doi, bo sung néu trén duoc thyc hién ké tir ngay ky cong van
nay. Riéng ndi dung thay do6i, sau 12 thang ké tir ngay ky cong van ndy, cong ty
phai thyc hién theo ndi dung thay d6i da duoc phé duyet Cuc Quan ly Dugc thong
bao dé cong ty biét va thuc hién dung cac quy dinh vé dang ky luu hanh thudc.

Noi nhn: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cuc trudng (de€ b/c); e

- Luu: VT, DKT ().

fiilguyén Thanh Lam
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HaNoi, 21 Aug 2024
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Approve the proposed changes attached with this letter for Imodium, registration number 56010018423. 
Apart from approved changes, other information remain unchanged
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Changes can be implemented since signing date of this letter. After 12 months from signing date, company must implement approved change. DAV notify company for information and implementation. 
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