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V/v thuiic gia Fugacar 

CQNG HOA XA HOI CHU NGI-ItA VIVI' NAM 
DOc  lap  — Tir do — Hanh phtic 

Ha Tinh, ngay /Irthang 8 nam 2017 

Kinh giri: 
- Cac don vi khan' chita benh; 
- Phang Y to cac huyen, thi xa, thanh pho; 
- Trung tam Y t6 du phang cac huye‘n, thi xa, thanh pH"); 
- Cac COng ty dupe trong tinh. 

Can cir Cong van so 12099/QLD-TTra ngay 11 thang 8 nam 2017 dm Cpc 
Quanb'T duac - BO Y to ve viec thuOc gia Fugacar; 

De dam bao an toan cho nguai sir dung, So.  Y to thong bao: 
Khong duac buon ban, sir dyng thuOc mang ten Fugacar; SDK: VD-16500- 

13, so lo 514015 va 1614007 va teen nhan hOp ghi mao danh ca so nhugng quyen 
san xuat la: Cong ty Janssen Pharmaceutica N.Y., Beerse, Bi có mot so dac diem 
khac 	mau thuoc Fugacar that do Cong ty Janssen Pharmaceutica N.V., Beerse, 
Bi nhuang quyen san xuat nhu sau: 

DOc di&n Fugacar th;at Fugacar gii (st; Iii 514015) 

Vo hOp - Ma so bao bi hOp thuOc that la 
991013240. 
- SO lo san xuat, ngay san xuat, 
han dung dugc in nOi, khi so có 
the cam nh4n dtrov. 

- Ma so bao bi hOp thuOc gia 
la 991-013-064. 
- SO lo san xuat, ngay san 
xuat, han dung in thuang, khi 
so khong cam nh4n duvc. 

To huang 
dan sir dyng 

- Nhiet dO bao quan tir 15°C - 
30°C. 
- Than phten chat luang san 
phAm. 

- Nhiet dO bao quan tir 15C-
30C. 
- 	Than 	phi'en 	chat 	him. 
Thieu ch .& "san phim". 

Vi thu'cic - Cach viet han sir dyng la 
ngay.thang.nam, each nhau bai 
dau cham(). 

- Cach viet han sir dyng la 
ngay/thang/nam, 	each 	nhau 
boi dau gach cheo (1). 

Vien thuOc - MOt mat khac chir "Janssen", 
mat con lai la chit "Me 500". 

- Mot mat khac vqch chia doi, 
mat con lai troll killing khAc. 



FYOc diem Fugacar th4t Fugacar gia (s6 IO 1614007) 
VO h6p - Ma s8 bao bi h6p thuoc that la 

991013240. 
- S8 18 san xuat, ngay san xuat, 
han dimg dugc in noi, khi sey do 
the cam nh4n du.o.c. 

- Ma s8 bao bi h'6p thu8c gia la 
991013187. 
- S8 18 san xuat, ngay san xuat, 
han dung in thuang, khi soy 
killing cam nhOn dugc. 

Ta htrOng 
clan sir dying 

- Kich thualc to : 21 x 29,8cm 
- Logo Janssen dugc OA a goc 
phai, ben duai to. twang dan sir 
dung. MA s6 to.  htreeng an sir 
dung IA 991013241. 

- Kich thu6c nho: 14,7x20,8cm 
- Khong c6 logo Janssen dugc 
ctat a g6c phai, ben duai toy 
huang dan sir dking. MA so to' 
htreeng dart stir dung IA 991-
012-628. 

Vi thu6c - Cach vi6t han sir dying la 
ngay.thang.nam, each nhau bai 
dau chain(.). 

- 	Cach 	vie't han 	sir 	citing 	la 
ngay/thang/nam, 66 nhau boi 
dau gach cheo (/). 
- 	Thong 	tin 	s8 	18 	teen 	vi 
(24/5/2016) khong dung voi se) 
18 in ten vo h6p 1614007 

Vien thu8c - Chit tren vien thuoc that c6 
&rang net sac sao. 

- Ch€ tren vien thuoc gia c6 net 
to va di& 

Nhan dugc thong bao nay, Sa yeu cau: 
- Cac dan vi kharn chita Nnh thong bao r6ng rai cho can bo, vien chirc, cac 

khoa phong, 136 phan biet khOng dugc sir citing thuoc neu ten; 
- Trung tam Y to du phong cac huy0, thi xa, thanh pho thong bao cho cac 

Tram y to xa, phuang, thi tan tren dia ban biet khong dugc sir citing thu8c neu ten; 
- Phong Y to cac huy0, thi xa, thanh ph8 thong bao cho cac nha thuoc tu 

nhan va cac co sa hanh nghe y tu nhan ten dia ban biet khong dugc buOn ban, sir 
dung thuoc neu ten; 

- Cac Cong ty dugc thong bao cho cac chi nhanh, quay thu8c, dai 1)",  trong he 
th8ng phan ph8i cua minh khong dugc buon ban thuoc neu tren; 

- Cac dan vi kinh doanh, sir dying thuoc neu cif) 18 thuoc neu tren phai khan 
tnrong thu hai, bao cao v" Phong Ngh4 vu dugc - Sa Y to truac ngay 15/9/2017. 

Nal nhijn: 	 DOC 
- Nhu ten; 	 ;,IA DOC 
- Trung tam KN dugc & my pham; 	 o s :112 - Website SOY te; 
- Ltru: VT,P.NVD. 
Giri van ban giay va din dr.V4r,  

NV 
hai San 
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