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V/v thude gia Fugacar

Kinh gui:
- Cac don vi kham chira bénh;

- Phong Y té cac huyén, thi xa, thanh phd;

- Trung tdm Y té du phong cic huyén, thi x4, thanh phd;
- Cac Cong ty dugc trong tinh.

Ha Tinh, ngay A} thang 8 nam 2017

Cén clr Cong van sb 12099/QLD-TTra ngay 11 thiang 8 nam 2017 cua Cuc
Quan ly dugc - Bo Y té vé viée thudc gia Fugacar;

Pé dam béao an toan cho ngudi sir dung, S& Y té thong bao:
Khoéng dugc budn ban, sir dung thudc mang tén Fugacar; SPK: VD-16500-
13, 6 16 514015 va 1614007 va trén nhan hop ghi mao danh co s& nhugng quyén
san xuat la: Cong ty Janssen Pharmaceutica N.V., Beerse, Bi c6 mot sO dac diém
khac véi mau thude Fugacar that do Cong ty Janssen Pharmaceutica N.V., Beerse,
Bi nhuong quyén san xuat nhu sau:

Pic diém Fugacar that Fugacar gia (s6 16 514015)

Vohop |- Ma s bao bi hop thude that 1a | - Ma s bao bi hop thude gia
991013240. 1a 991-013-064.
- 846 16 san xuét, ngdy san xudt, |- S6 16 san xuat, ngay san
han ding duoc in ndi, khi so ¢6 | xuét, han dung in thuong, khi
thé cam nhin dwoc. s0 khong cim nhan duoc.

To hudéng | - Nhi¢t d§ bao quan tur 15°C - | - Nhiét do bao quan tur 15C-

dan s dung | 30°C. 30C.

- Than phién chét luong sin |- Than phién chat luong.
[)hélm. Thiéu chir "san pham".

Vithuéc |- Cach viét han st dung la|- Cach viét han s dung la

ngay.thang.nam, cach nhau bdi
dau cham(.).

ngay/thang/nam, cach nhau

bai dau gach chéo (/).

Vién thudc

- M6t mat khéc chir "Janssen",
mat con lai la chir ""Me 500",

- Mot mat khéc vach chia doi,
mat con lai tron khong khiic.




Dac diem

Fugacar that

Fugacar gia (s0 16 1614007)

Vo hop

- Mi s6 bao bi hop thude that 1a
991013240.

- S4 16 san xudt, ngay san xuit,
han dung dugc in ndi, khi so ¢6
thé cam nhin dwoc.

- M sb bao bi hop thude gia l1a
991013187.

- S6 16 san xuét, ngay san xuat,
han dung in thuong, khi so
khong cam nhan dugc.

To hudng
dan sir dung

- Kich thudce to : 21 x 29,8cm

- Logo Janssen dugc dat ¢ goc
phai, bén dudi to huéng dan sir
dung. Ma s6 to hwéong din sir
dung 1a 991013241.

- Kich thudc nho: 14,7x20,8cm
- Khéng c6 logo Janssen dugc
dat & gbéc phai, bén dudi to
huéng dan s dung. Ma so tor
hwéng dan sic dung la 991-
012-628.

Vi thude

- Céach viét han st dung la
ngay.thang.nam, cach nhau boi
dau cham(.).

- Cach viét han st dung la
ngay/thang/nam, cach nhau bdi
dau gach chéo (/).

- Théong tin s6 16 trén vi
(24/5/2016) khong dung véi s6
16 in trén vo hop 1614007

Vién thudc

- Chir trén vién thudc that co
duong nét sac sao.

- Chit trén vién thudc gia c6 nét
to va tho.

Nhan duoc thong bao nay, SO yéu cau:
- Céc don vi kham chira bénh thong bao rong rai cho cén bg, vién chtrc, cac
khoa phong, bo phan biét khong duoc sir dung thude néu trén;
- Trung tdm Y t& du phong cac huyén, thi x4, thanh phd thong bao cho cic
Tram y té xa, phuong, thi tran trén dia ban biét khong duge sir dung thude néu trén;
- Phong Y té cac huyén, thi xa, thanh phd thong béo cho cac nha thudc tu
nhan va céc co s& hanh nghé y tu nhan trén dia ban biét khong dugc budn ban, st
dung thudc néu trén;
- Céc Cong ty dugc théng bao cho cac chi nhanh, quay thude, dai ly trong hé
théng phan phéi ctiia minh khong dugc budn ban thude néu trén;
- Céc don vi kinh doanh, sir dung thudc néu c6 16 thudc néu trén phai khan

trurong thu hdi, bao cédo vé Phong Nghiép vu duge - S& Y té

Noi nhin:
- Nhu trén;

- Trung tdim KN dugc & my pham;

- Website S&' Y té;
- Luu: VT,P.NVD.

Guri van ban gidy va dién t&.w

trudc ngay 15/9/2017.%
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