BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
Sb: 15299¢/QLD-BK Ha Noi, ngay 14 thang 11 nam 2023
V/v thay d6i, bd sung dbi voi thube
da duogc cap GbKLH

Kinh giri: Cong ty C6 phan Dugc Danapha
Dia chi: 253 Diing St Thanh Khé, phuong Thanh Khé Tay, quan Thanh Khé,
thanh phé Pa Nang

Tra 161 hd so sb t1ep nhan sO 1942e/2023/TN/TT91 ngay 28/07/2023 va cac tai
liéu lién quan cua cong ty vé viée thay doi, bo sung d6i véi thude da dugc cap gidy
dang 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:

Dong ¥ voi ndi dung dé nghi thay doi, bo sung duge phé duyét kém theo cong
van nay doi voi thuoe Magnes - B6, so dang ky VD-27702-17.

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

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

Cuc Quan ly Duoc thong bao dé cong ty biét va thyuc hién dung c&c quy dinh vé
dang ky luu hanh thudc./.

Noi nhg?n: KT. CUC TRUONG
-Nhu trén; PHO CUC TRUONG
- Cyc trudng (dé b/c); SIS

- Luu: VT, DKT ().

) Nguyen Thanh Lam
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UODA DIN

HOP 5 Vi X 10 VIEN NEN BAO PHIM

Tiéu chudn chét lugng: TCCS
SPK:

Thanh phén: Cho 1 vién nén bao phim

Magnesi lactat dihydrat 470mg
Pyridoxin HCI 5mg
Ta dugc vita dd 1vién

Chi dinh, Lidu diing - Céch diing, Chéng chi dinh va Céc théng tin khac
Xem trong 13 hudng dan st dyng thudc kém theo.

Bd&o quén
Noi khé thodang, trénh anh sang, nhiét dé khong qua 30 °C.
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VHAHNYO

DE XA TAM TAY TRE EM

POC KV HUGNG DAN sU DUNG .

TRUGC KHI DUNG R
Lsx:

Co 56 s xudt

CONG TY CO PHAN DUUC DANAPHA ~ HD:
253 Diing Si Thanh Khé, P. Thanh Khé Tay, Q. Thanh Khé,
TP. Da Nang, Viét Nam (Ho@c xem dudi day hdp)

SO LO SAN XUAT,
HAN DUNG
IN CHIM TREN Vi

Magnesi-B6
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Pa Néng, Ngay ..7=%... Thang ...07.. NGm 2023
TONG GIAM POC
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