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CUC QUAN LY DIIqC

s6 1434 / eLD-DK
V/v thay d6i m6u nhdn vd c4P

nhflt nQi dung to hudng d6n sir
dung

Kinh grii: Glenmark Pharmaceuticals Ltd.

Dia cht; B/2, Mahalaxmi Chambers, 22 Bhulabhai Desai Road,

Mumbai - 400 026, India.

Ngdy 161512019, Cuc Qu6n lY

l5l5l20l9 vd c6c tdi liQu c6 1i6n quan c
viQc thay ct6i mdu nhdn vd cpp- nhQt nQ

thu6c nu6c ngodi dd dugc .6p sO ddng ky luu henh,

Cdn .ctra BQ Y t€ QuY

dinh viqc 6c; Th6ng tu s6

0ll20l8lT ghi nhdn thudc,

nguy6n liQ ri dPng;

Cdn cri bi6n bin thAm dinh h6 so thay ddi/ bO sung, Cpc Qu6n ly Dugc c6

1i ki6n nhu sau:

D6ng y vd vi6c thay d6i m6u nhdn vd cpp nhflt nQi dung td hu6ng d6n str

dung OOi vOi tnudc Klenzit-C, tti da.tg kf : VN-l8315-14, cp th6:

M5u nh6n m6i vd b6ng so s6nh thay d6i nQi dung td hufng ddn su dUng

ctra thu6c dugc d6ng d6u x6c nhan cria cpc Qu6n lf Dugc vd dinh kdm theo

c6ng vdn ndy.

.Ngoai nQi dung.dugc thay d6i tr€n, tSL ch cilc nQi dung khSc gifi nguyOn

nhu h6 so ddng ky thu6c luu tpi Cpc QuAn lli Duqc.

C6ng ty ddng bi, nhd s6n xu6t ph6i chiu trdch nhi6m vO ch6t luqng.ddi
v6i thu6c luu hdnh tr€n thi truong, nQi dung ghi tr6n nhdn thu6c, quy dinh v6 sd

hiru tri tuQ li6n quan di5n nhdn hiQu hdng ho6 cira thu6c vd c6 trschnhiQm thdng

b6o sg thay <tdi ndy d6n cac co quan 1i6n quan vd kh6ch hdng.

Sau 06 thdngt<ti ttr ngdy ky c6ng vdn ndy, thu6c tr6n kh6ng dugc nhpp v6i
m6u nhdn cfi vd nqi dung rU Aa tiray d5i ctra tdhufng ddn sri dung cria thu6c.

cuc Qu6n ly Dugc th6ng b6o cl6 c6ng ty bi6t vd thgc hiQn dung c5c quy

clinh cria ViQt Nam v6 luu henh thu6c./.

Noi nhQn:
- Nhu tr6n;
- CT. Vfr Tu6n Cudng (dO b/c);
- Luu: VT, DKT (AH).

.cuc rRrIoNG
}EuC TRTIONG

CQNG HOA XA HgT CHU NGHIA VIET NAM
DOc l4p - TF do - Hanh Phfc

n Thirnh Ldm
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(SAME SIZE ARTWORK DERIVA-C GEL 15 GM. SIZE : 91 mm x 60.8 mm
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