BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Poc ldp - Tw do - Hanh phiic

S6: 5335/QLD-bK Ha Noi, ngay 24 thing 6 nam 2022

V/v thay doi, |:35 sung ddi voi thude
da cap GbBKLH

Kinh giri:  Coéng ty ¢6 phan Sanofi Viét Nam
Dia chi: Lo I-8-2, Buong D8, Khu cbng nghé cao, Phuong Long Thanh
M¥, Quén 9, TP. H6 Chi Minh

Cuc Quan ly Duge nhén duoc hé so s6 3797/TDTN ngay 09/07/2021 cua
cong ty vé viée thay dbi, bd sung déi véi thude da duoc cép gidy dang ky luu
hanh.

Can cir Thong tu sb 32/2018/TT-BYT ngdy 12/11/2018 cia Bo Y té quy
dinh viéc dang ky luu hanh thube, nguyén liéu lam thude; Thong tu so
01/2018/TT-BYT ngay 18/01/2018 clia B Y té quy dinh ghi nhan thube, nguyén
liéu lam thude va to hudng dan st dung thude;

Can clr két luan tai Bién ban thim dinh hd so thay ddi/bd sung cua cong ty,
Cuc Quan ly Dugc c6 y kién nhu sau:

DPéng y vé vige thay doi mau nhén, to huéng dan st dung dbi voi thude
Magne-B6 corbiére, sb dang ky VD-29363-18.

Nhin va t& hudng dan sir dung d& nghi thay ddi duoc dong ddu xac nhén
ctia Cyc Quan ly Duge kem theo Cong vin nay.

Ngoai ngi dung duge thay d6i trén, tat ca céc noi dung khéc gilt nguyén
nhu ho so ding ky thude luu tai Cuyc Quan ly Duge.

Coéng ty ding ky, nha san xuét phai chiu trach nhiém vé chat luong ddi voi
thude luu hanh trén thi truong va c6 trach nhiém thong bao su thay doi nay dén
cdc co quan lién quan va khach hang.

Sau 06 thang ké tur ngay ky cong van nay, cong ty khéng duge san XUt
thude trén voi cée nodi dung cii da dé nghj thay doi.

Cyc Quan ly Duge théng béao dé cong ty biét va thue hién dung cac quy
dinh ctia Viét Nam vé san xuét va luu hanh thude./.

Noi nhin: KT. CUC TRUONG

-Nhutrén, PHO CUC TRUONG
- Cuc truong (deé b/c); A
- Luu: VT, bK (Hoa).

‘Nguyén Thanh Lam

e



=0 . amjguggT— :91ep [eacadde jeuly

— :2anjeubis

1231ep 1X9) Jo |eaouddy

LZ0zZ-£0-20 :
eouy yuig e ¢
&g :
WVNLIIA ¢

0S8 134 99-3INDVIN X08

LoBres -

sinojod

azIs

sjuo4

uosuawq

31ep pajeniu]
1ojeiado

weld

Anunod

12guInu UoISISA
a2d£3 wayj /Pnpoud
2pOd Nd Iueld
3pod poob paysiuy AW

34InD ¥4010>

220

< | S
&3 82 | £
oy i I m_\ |
. : & H al | -
el | = |
-l [ £ soon: | A 3
_ 2 | ESE
=0 | "
= b | ——
< - | —]
‘ ’ =g | HO
e d vy o | .V/,,y\u,@ e 4
O = & 2 | /3/ JNZ _
= = | /F/INYN v
,,,'.,JFMII:\W WVYN L3IA x
o IHJONVY z
\FS . (%)
[

46 x 46 x 101

)

UBAQLXIAG doH
wiyd oeg UL UIA

AP RS Uep Bupny £430G
Wy 2 end ey weg ex ag

ey un buoy) Jed ea
HUIp 1y> Buoy) ‘Bunp yaed ‘yuip iy

52|97 Q| X 542Islq g jo xog
£3|qe1 pR1eod-u||4

Bw Buen Bugwy
PU uf Bugyp Bunp

SOKfReg. No: VD-29363-18

y

[




: Foil MAGNE-B6 FCT BS0Q

: VIETNAM
: Le Dinh Khoa
: 02-07-2021

: 594861
: D9

GMID finished good code
Plant PM code

Product / Item type
Version number

Country

Plant
Initiated date

Dimension
Fonts

Operator
Size
Colours

Signature:

Approval of text date:

Signature:

Final approval date:

2

trén vi

A~

O
c
Q.
o

A

D

S616 SX-HD




