UBND TINH THANH HOA  CONG HOA XA HOI CHU NGHIA VIET NAM

SOY TE Péc lap - Tw do - Hanh phiic
$6: /7771SYT-QLD Thanh Héa, ngay &/ thing 8 nam 2017
V/v thuoc gia Fugacar

Kinh giri: Cac co so kinh doanh, str dung thudc trong nganh.
Can ctr cac quy dinh vé quan ly dugc hién hanh ctia Viét Nam.

Ngay 14 thang 8 nim 2017, S& Y té Thanh Hoéa nhan dugc Cong véan sé
12099/QLD-TTra, ngay 11 thang 8 ndm 2017 cta Cuc Quén ly Dugc - B4 Y t€ vé
viéc thuoc gia Fugacar.

Dé dam bao an toan cho nguoi st dung S¢ Y t€ yéu cau:

1. Ngimng kinh doanh va str dung thuéc Fugacar, SPK: VN-16500-13, s 16
514015 va 1614007, trén nhan hop ghi mao danh co s& nhuong quyén san xuét 13
Coéng ty Janssen Pharmaceutica N.V., Beerse, Bi, ¢6 mot s6 dic diém khac voi
miu thudc Fugacar that do Cong ty Janssen Pharmaceutica N.V., Beerse, Bi
nhurong quyén san xuit.( Ban ddu hiéu phén biét mau thubc gia va thudc that bang
cam quan dugc dinh kém cong vén ).

Céc co so kinh doanh khan truong thu hoi thudc gia néu trén ( néu cd) va tra
lai cho co s& cung Ung.

2. Phong Quan Iy Dugc, cac phong ban chirc ning cha So Y té, phong Y té
huyén, thi, thanh phé ¢6 trach nhiém kiém tra, giam sat viéc thyc hién Coéng vian
nay, xtr ly nhitng don vi, ca nhan vi pham theo quy dinh hién hanh./.

Noi nhin: KT. GIAM POC

- Nhu trén;
- Luu: VT, QLD.




\ BQ Y TE CONG HOA XA HQOI CHU NGHIA VIET NAM

| CUC QUANLY DUQC Déc Iip - Tw do - Hanh phic
Sé: 120 9‘9 /QLD-TTra Ha Ngi, ngay 4/ thang  § ndm 2017

SO Y TE THANH Fi(¥Y{v thudc gi Fugacar

‘V:} e*;, 551 .«-...({J% ............ /
L “‘gﬁ /W g/QM} Kinh giri: S& Y t& c4c tinh, thanh phé tryc thude Trung wong .~

------------------------------------

. h;; o 65 Cuc Quan ly Dugc nhé.r} dugc cac béf) cédo cua Vian phong dai dién Cong
ty-Janssen Cilag Ltd tai Tp. Ho Chi Minh dé ngay 3 1/3/2017 va ngay 11/7/2017

(52[ p kém theo béo céo kiém nghxe;m dic diém nhan biét v& thubc gia mang tén
M Fugacar, SPK: VN-16500-13, s6 16 514015 va 1614007, trén nhadn hgp ghi mao

danh co s& nhugng quyen san xuat la Cong ty Janssen Pharmaceutica N.V.,
eerse, Bi. MAu thudc Fugacar sé 16 514015 do Phong canh sat diéu tra toi
pham kinh té, chirc vu (PC46) Cong an Tp. H6 Chi Minh bt giit va ydu cdu xéc
minh; sb 16 1614007 dugc mua tai Nha thude Tan Pha 2, dudng Tan Quy, quan
/é‘;;/iﬂ?’ ___TénPhu, Tp. H Chi Minh.
Y, 2/ f)o Pé dam bao an toan cho ngudi sir dung, Cuc Quéan 1y Duoc dé nghi:
w 1. S& Y té cdc tinh, thanh phd truc thude Trung wong, Y té céc nganh:
/I(W V} W ) ). Théng bé? cho céc co s& kinh doanh, sir dung thudc kh’c“)ng dugce budn
bén, st dung thu6éc mang tén Fugacar, SPK: VN-16500-13, s6 16 514015 va
jﬁ’ 4 ,,7 1614007, trén nhan hdp ghi mao danh co s& nhugng quyén san xuét [a Cong ty
‘ (&; - Janssen Pharmaceutica N.V., Beerse, Bi, c6 mdt, sd dic diém khic véi miu
(v Na{ thudc Fugacar that do Cong ty Janssen Pharmaceutica N.V., Beerse, Bi nhuong

!
M - _quyen san xuét nhu sau :

G;/ bic diém Fugacar that Fugacar gid (s6 10 514615)
g

Vo hop - M3 sb bao bi hdp thudc that [a |- Ma sb bao bi hop thude gia 1a
991013240. 991- 013-064.

- 86 16 san xufit, ngay san xuét, han | - S6 16 san xuédt, ngay san xuit,
ding dugc in ndi, khi s& ¢6 thé edm | han dung in thudng, khi s khéng

nhin duwge cim nhin duge.
To hudng dan sir | - Nhiét dd bao quan tir 15°C -30°C. | - Nhiét d6 bao quan tir 15C -

dung - Than phién chit lugng san phim | 30C.
o - Than phién chit lugng. Thify
chi “sian phim”.

Vi thude - Céch viét han st dyng la|- Cach viét han st dung li
‘ ngay.thing.nim, cich nhau bdi diu | ngay/thang/nim, cach nhau boi
chém (). dAu gach chéo (/).

Vién thu‘éc Mot mit khic chit “Janssen”, mat | Mot mit khic vach chia ddi, mit
\ con lai 14 chir “Me 500”. con lai trom khidng khic.

1]




Pic diem Fugacar thit Fugacar gia (s 16 1614007)
V& hop - Ma sb bao bl hp thudc that 1a | - MA sb bao bi hp thubc gia 1a

991013240. 991013187.

- 86 16 san xut, ngay san xudt, han | - S§ 16 san xudt, ngay san xudt,

ding duge in ndi, khi s¥ ¢6 thé cdm | han ding in thudng, khi s& khong

nhén dwugc cdm nhén dwgec.
T& hudng dan str | - Kich thude to: 21 x 29,8cm - Kich thude nhé: 14,7x 20,8cm
dung - Logo Janssen dugc dit & gbéc phai, | - Khdng c6 logo Janssen dugc dit

bén duéi t& huéng din sir dung. M2 | & gbe phai, bén dudi t& huéng din
s to huéng din s dung 13| sir dung, M3 s§ to huéng din sir

991013241 dung 14 991-012-628.
Vi thude - Céch viét han st dung Ia|- Cach viét han sir dung la
" | ngay.thdng.nim, cach nhau bai déu | ngay/thdng/ndm, céich nhau boi
chim (.). dAu gach chéo (/).

- Théng tin sé 16 trén
vi(24/5/2016) khong ding véi sb
16 in trén vo hop 1614007.

Vién thube Chit trén vién thudc that c6 dudng nét | Chir trén vién thudc gia cé nét to
sac sao. va thd.

- Phdi hop véi cdc co quan truyén thong dé thong tin téi céc co sé budn
bén, sir dung va ngudi dan biét dé khong bubn ban, sir dung thudc Fugacar gia
c6 cac du hiéu nhén biét néu trén.

- TS chie tiép nhén théng tin bao cdo cia cic co s& san xudt, kinh doanh,
ngu'cn su dung, ph01 hgp véi cac co quan chirc ning kiém tra xdc minh, truy tim
ngudn gbe xudt xr cha thube gia néu trén; xir Iy cac td chirc, c4 nhan vi pham
theo quy dinh hién hanh.

2. Dé nghj S& Y t& Tp. H5 Chi Minh

- Phéi hop véi céc co quan chirc ning lién quan tién hanh kiém tra Nha
thubc Tan Phu 2, dudng Tan Quy, quan Tén Pha, Tp. HO Chi Minh dé truy tim
ngudn gbe 16 hang Fugacar, sb 15 1614007 gia néu trén va xu ly vi pham theo
quy dinh cta phép luat.

- B4o cdo két qua v& Cuc Quan Iy Duoc va co quan lién quan.

Cuc Quan ly Dugc théng bao dé cac don vi biét va thuc hién /.

KT CUC TRUONG

Noi nhiin:
- Nhu trén;
- Thir trudng Truomg Qube Cuong (dé b/c),
- Vién KN thudc TW VKN thude Tp. H3 Chi Minh;
- Thanh tra B Y té;
- Cue Quén y-Bd Qudc phong;
C46, Cuc Y té - B9 Cong an;
- Cuc Y té Giao thdng vén tai — B Giao théng van tai;
- BCP 389 qubc gia;
- Website Cuc QLD, Tap chi Duge&My phim;
+ Phong BKT, QLTTQCT, QLCLT, QLKDD - Cyc QLD;
- Luw: VT, TTra.
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