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Sé: 2647 /QLD-CL Ha Néi, ngay 15 thang 9 nim 2025

V/v xac minh, xir ly thong tin vé
cac thuoc cé dau hi¢u gia mao

Kinh gtri: , ,
- S& Y t€ céc tinh/thanh pho;
- Cong ty TNHH Novartis Viét Nam (“Novartis Viét Nam”);

Cuc Quan ly Dugc nhan dugc Cong van s6 PHAR QA 14035-08-25/25
ngay 25/8/2025 ctia Novartis Viét Nam béo co vé truong hop nghi ngd thube gia
d6i voi cac san pham Tobrex 5ml, 02 16 s6: VEE98C, VEE90A ; Maxitrol 5ml, s6
16: VED09A; TobraDex 5ml, s6 16: VHNO7A. Theo d6, Novartis Viét Nam bao céo:

Thang 7 nam 2025, Novartis Viét Nam tiép nhan 04 trudng hop nghi ngd
thudc gia thong qua phan hdi ctia ngudi tiéu dung. Tir thong tin ¢ trén mAu nghi
ngd va cac hinh anh vé san pham, Novartis Viét Nam d3 xac minh, san pham
Tobrex 5ml, s6 16: VEE90A 1a thudc gia, cong ty nghi ngd cac san pham con lai
1a thubc gia (Tobrex 5ml, sé 16: VEE98C; Maxitrol Sml, sé 16: VFDO9A;
TobraDex 5ml, s6 16: VHNO7A) (dinh kém tdi liéu do Céng ty cung cap).

Can ctr thong tin tra ctru trén Dich vu cong Cuc Quan ly Duoc tai dia chi:
https://dichvucong.dav.gov.vn/congbothuoc/index, cac san phadm Tobrex 5ml
(duoc cap gidy dang ky luu hanh s6 VN-19385-15); san pham Maxitrol 5ml (duoc
cap gidy dang ky luu hanh s6 540110024025 (SPK cii: VN-21435-18)); san pham
TobraDex 5ml (duoc cdp gidy dang ky luu hanh s6 VN-20587-17) déu do
Novartis Viét Nam dung tén dang ky.

Pé dam bao an toan cho nguoi st dung, Cuc Quan 1y Duoc dé nghi:

1. S6'Y té cac tinh/thanh phd

- Théng bao dén toan bo cac co sé kinh doanh, str dung thude va ngudi
dan khong mua, ban hoic sir dung cac thudc co tén va sb 16 nhu trén (nhur hinh
danh tai liéu dinh kém céng van). Khi phat hién san pham c6 dic diém trén luu
hanh trén thi trudng, dé nghi té chirc/ca nhan thong bao ngay dén S&' Y té va cac
co quan lién quan dé kip thoi kiém tra, xtr Iy theo quy dinh.

- Tiép tuc trién khai thyc hién nghiém Chi thi 13/CT-TTg ngay 17/5/2025
ctia Thil tuéng Chinh phu vé ting cuong cong tic chéng budn lau, gian 1an thuong
mai va hang gia trong tinh hinh méi; Ké hoach 614/KH-BYT ngay 13/5/2025 cua
B0 Y té vé viéc thuc hién Cong dién s6 41/CP-TTg va Cong dién s6 55/CD-TTg
cua Thu tudéng Chinh phu.

- Phdi hop véi cac co quan truyén thong, thong tin tdi cac co so kinh
doanh, sir dung thudc va nguoi dan chi mua/ban thudc tai cac co sd kinh doanh
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duogc hop phap; khong mua/ban thude khong rd ngudn gdc; kip thoi thong bao cac
ddu hiéu nghi ngd vé hoat dong san xuét, kinh doanh thudc gia, thuéc khong rd
ngudn gdc téi co quan y té va co quan c6 chire ning lién quan tai dia phuong.

2. Péi v6i Novartis Viét Nam: Cung cép thong tin day du, chinh xac va
phdi hop véi cac co quan lién quan trong viéc truy tim ngudn gde cia cac 16 thude
néu trén khi duoc yéu cau.

Cuc Quan ly Duoc thong bao dé cac don vi biét, khan truong thuc hién theo
quy dinh.

Tran trong cdm on sy hop tac cua cac don vi./.

KT. CUC TRUONG
Noi nhin: PHO CUC TRUONG
- Nhu trén; i AQLEIAN *
- Cyc trudng (dé b/c); 2\
- Cyc Canh sat diéu tra t6i pham vé tham nhiing, kinh (=/ _ LYC WY .
té, budn 1au (C03) (dé phéi hop); (ol QUAN LT il /)
- Cuc An ninh Chinh tri noi by (A03) (dé phéi hop); \x\ DUGC /j bk
- Cyc Hai quan (dé phdi hop); 7 NS —~ /
p}(ljf});ich%;in 1y va phat trién thi trudng trong nudc (dé ~“Ta Manh Hl‘lng
- Website Cuc QLD (dé dang tai);
- Luu: VT, CL.




1. Hinh anh méu thuéc gia lién quan dén Tobrex 5ml 16 VEE90A

Images of counterfeit sample relating to Tobrex 5ml lot VEE90A

06 mat voé hop/ 06 sides of folding box

Thuéc chinh hang/ Genuine product
— —

{.‘ . ~~

‘b DNNK: Cty TNHH Novartis M3i lo 5 ml chira

Vigt Nam Tobramycin 15,0 mg

Phong 1001, 1au 10 C{o_hmec Hop 1 lo dém giot

T e icas a3, | [DROPTAINER® chua s mi
e O Chi dinh, cach duing, chéng

ChiMinh. chi dinh va céc thgr;‘g tgng mforlb
khac: xem trong t& hu information:
Mo théc méc v san phém, dén sir dung thudc kém theo enclosed

4 Ak
xin vui | i 028 38239090
kel Bao quan khéng qua 30°C Donotsmmabove@
Discard 28 days after
rst opening

‘ Khéng duing sau khi mé nép ~ NSX (M 1 4
lo 1an d&u 28 ngay fi JEEQ0A
Thudc ké don Prescription only 4 RARIESE
Chi str dung dé nho mat For topical ocular use only ; °
DéE xa tam tay tré em ~ Keep out of reach of .
gqc (3% hgéng ddln st \ children ’ 2 .
ung trurée khi dung Read the leaflet carefully
SDKAN-19385-15 before use | TOBREX
Tiéu & chét lrong: ‘
TCCS
Co s& san xuat:
S.A. ALCON-COUVREUR N.V.

Rx
TOBREX®

Tobramycin 3 mg/ml
DUNG DICH NHO MAT

L
@ OVARTIS

Rijksweg 14, 2870 Puurs,
Belgium (Bi)
Sén xuét tai: B

AT S —

Thubc gial Counterfeit

S&Nm Uit M3i lo 5 ml chiia Each bottle of 5 mi contains
Phong 1001, lu 10, Centec Tobramycin 15,0 mg Tobramycin 15.0 mg
Tower, 72-74 Thi | |HOp 110 dém Box of 1 DROPTAINER

dispenser of 5 ml
Indications, administration,
contraindications, and other
information: refer to
enclosed leaflet

gt
DROPTAINER™ chia 5 mi
Chi dinh, cach dung, chéng
chi dinh va cac théng tin
khac: xem trong t& huon:
dan st dung thudc kem

st Khai, P.Vo Thi Sau, .3,
p Chi Minh.

Moi thac méc vé san pham,
xin vui long goi 028 38239090

Béo quan khdng qua 30°C Do not store abovd
Khong diing sau khi mé nép Discard 28 days after
lo 14n ddu 28 ngay first opening

Prescription only

For topical ocular use only
Keep out of reach of
children ’
“Read the leaflet carefully
before use '

TOBREX®

SPK: VN-19385-15
Tiéu chun chat lugng:
TCCS




Lo thudc/ Bottle

Thuéc chinh hang/ Genuine product

Thubc gial Counterfeit




2. Hinh anh mau nghi ng& thudc gia lién quan dén Maxitrol 5ml 16 VFDO9A/ /mages of suspected
counterfeit sample relating to Maxitrol 5ml lot VFD09A

06 mat vo hop/ 06 sides of folding box

Thuédc chinh hing/ Genuine product
 —

U NOVARTIS = -
ach bottle of 5 ml contains Moi lo 5,0 ml chira
DNNK: Cty TNHH Novartis Dexamethasone 5 mg; Dexamethason 5 mg;
Viét Nam Neomycin sulfate 17500 IU; || Neomycin sulfat 17500 IU;

£ et Polmyain B sufategago01y | || FoymyinBsufat 300001
y g Box of 1 DROPTAINHR

Hg, i
Minh Khai, P VG Thi Sau, 5 i Dﬁ%}’!l%?ﬁ mi
Q3, TPTE;Chi Minh. ispenser of 5 m bl .
Moi thic méc vé san pham, Indications, administration, ! g:';mvg%% s gg‘;?‘é"g MAXlTR | -
in vui long goi 028 38239090, contraindications, and other khac: xem trong t& hudng

information: refer to dan sir dung thudc kém.theo
enclosed leaflet ' 4 Béo quén khong qua @ | Nsxmig  14-03-24
Do not store abov l hong diing sau khi moTiap | séisx  VFDO9A
Discard 28 days after first 8 ngay ] e 140326
opening ud don | -
Prescription only C':i sir dung dé _nhé mat
For topical ophthalmic | g:::y";";:]y;z‘;:"s'& —
gse.anly I dung truée khi ding b X
Rx ~ Keep out of reach of Léc kj trurde khi ding l
MAXITROL CRden SDK: VN-21435-18
Dexamethason 1 mg/ml Read the leaflet carefully Tiéu chudn chét lrong:
Polymysin & st 6000 1 s [ | Cossins
olymyxin B sulfa 'ml Shake well before use | .
F3 A 2 -COUVREUR NV
HON DICH NHO MAT ‘ ‘ gi‘j\kgvl;ggoﬁtgwo Puurs,
5ml Belgium (Bi)
Xuat xtr: Bi

@N OVARTIS

Thuéc nghi ng® gial Suspected counterfeit

b NOVARTIS
DNNK: Cty TNHH Novarti
Nai

m
Phong 1001, 14u 10, Contee
Tower,72-74 Nguyén Thj

26 ; i
Minh Khai.P. V6 Thi Sau, R
0'3'7"‘ fioh ‘ dispenser of 5 ml 1 Chidinh, cac g

Each bottle of 5 m contains

Dexamethasone 5 mg;. Nesmich su"“s‘7 g
Neomycin sulfate 17500 yxin B sulfot 3

Moi thdcmac vé san pl Indications, administt
Xinvui 1ong goi 028 38; ‘ contraindications,
information: refer 10

enclosed leaflet

"MAXITR

Dexamethason 1
Neomycin sulfat 3
Polymyxin B su fe




3. Hinh anh mau nghi ng® thuéc gia lién quan dén TobraDex 5ml 16 VHNO7A/ Images of suspected
counterfeit sample relating to TobraDex 5ml lot VHNO7A

06 mat voé hop/ 06 sides of folding box

Thuéc chinh hiang/ Genuine product

2

4

N

“TobraDe i)

HON DICH NHO MAT
sml

®OVARTIS

Mdi lo 5 ml chiia Tobramycin
15,0 mg va Dexamethason

Chi dinh, cach ding, chi

chi djnh va cac thong tin Indications, admidlsiation, -

ko xem frong 14 hudn| contraindications, lndom ;
sif dyng thudc kémg information: ]

Béo gudg & nhic! do khdY
emm ,
uée




4. Hinh anh mau nghi ng®& thubc gia lién quan dén Tobrex 5ml 16 VEE98C/ Images of suspected
counterfeit sample relating to Tobrex 5ml lot VEE98C

06 mat voé hop/ 06 sides of folding box

Thuéc chinh hang/ Genuine product

DNNK: Cty TNHH Novartis

Viét Nam

Phong 1001, lau 10, Centec

Tower 72- uyén Thi
hal,ﬁ ThiSau, Q.3,
Chf

Mdi lo 5 ml chira
Tobramycm 15,0 mg

Each bottle of 5 ml contains
Tobramycin 15.0 mg

Box of 1 DROPTAIN
dispenser of 5 ml
Indications, administration,

contraindications, and other chi dinh va cac th6ng tin
information: refer to khac: xem trong t& huéng
Moi lhéc mac vé san pham,

enclosed leaflet dan str dung thudc kém theo Xin i 1ong goi 028 36239090
Do not store above Bao quan khdng quéa

: NSX [MFD]: 13-02-24
Discard 28 days after Khéng dung sau khi mo nap <
first opening lo 1an dau 28 ngay LSXILOTE: | | yeE9se
Prescription only Thudc ké don HD [EXP): 130227
For topical ocular use only Chi str dung dé nho mat
Keep out of reach of DE xa tam tay tré em

children

Read the leaflet carefully
before use

Doc ky hwéng dan sir
dung trudce khi dung

Rx
TOBREX® SBK: VN-19385-15
T 2 Tiéu chudn chat lrong:
s obramycin 3 mg/mA| TCCS

UNG DICH NHO MAT Co s& san xuét:
= S.A. ALCON-COUVREUR N.V.
Rijksweg 14, 2870 Puurs,
Belgium (Bi)
San xuét tai: Bi

TOBREX®

[ | Smi

@NOVARTIS

DNNK: Cty TNHH Novartis
Viét Nam

Each bottle of 5 ml contains

Tobramycin 15.0 1 Phong 1001, l4u 10, Centec
Box of 1 DROPT) désrsiot ower, 72- uyén Thi
dispenserof 5ml @ fa ““N Séu, Q.3,
Indications, administration, , cadmdun ! @""‘

contraindications, and other chi dinh va céc thong tin théc méc v san pham,
information: refer to khdc: xem trong t& hudng x;M:‘ vui 16ng goi 028 38239090
enclosed leaflet | -
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