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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phic
GIAY XAC NHAN

NOI DUNG QUANG CAO THUOC
Tén Co quan xac nhan: Cuc Quén Iy Duwoc - B§ Y té

Xac nhan ndi dung quang cao thuoc:

STT Tén thube S6 gidy diang ky lwu hanh

1 Fugacar VN-16500-13

Pon d& nghi s6: AP180817/JC

Tén co s& dé nghi x4c nhan: Vin phong dai dién JANSSEN CILAG Ltd
Dia chi: S6 5 Cong truong Mé Linh, Quan 1, TP. Ho Chi Minh

Phuong tién quang cao: Trén sach, bao, té_lp chi, to roi cho cong ching
S6 gidy x4c nhan: 400 /2017/XNQC/QLD

Ha Ngi, ngay ) thang I nam 2017
KT. CUC TRUONG

PHO CUC TRUW







Kich thudc nhé nhat trén thuc té sé dugc st dung:
Ngang 29.7cm, doc 21cm

a Mebendazole 500mg

C 3

OUN DUA

S6 gidy xac nhan néi dung quang cdo thude ctia Cuc Quan Iy Dugc - Bo Y te: xxxx/xxxx/XNQC-QLD, Cap NGAY XX/XX/XXXX.
Ngay in tai lieu xx/xx/xxxx

Thong tin san pham xin lién hé VPED Janssen Cilag Ltd.:

Tang 12, Toa nha Vietcombank Tower, s6 5 Cong truong Mé Linh, Quan 1, TPHCM. DT: (28) 3821 4828.

Nha nhap khau: Vimedimex Binh Duong, 56 18L1-2 VSIP 2, Thii Dau Mét, Binh Duong

Tén & dia chi nha san xuét: Olic (Thailand) Ltd., 166 Moo 16 Bangpa-In Industrial Estate, Udomsorayuth Road, Bangpa-In District

Ayutthaya Province - Thai Lan






Thanh phan: Méi vién chita 500 mg mebendazol
Chi dinh: Diéu tri nhiém mot hay nhiéu loai
giun dudng rudt: giun dua, giun téc, giun mac,
giun kim

Liéu dung va cach dung: 1 vién FUGACAR
500 mg duy nhat. Khéng can ap dung cac
cach dac biét nhu an kiéng hay dung thuéc
nhuan trang.

Tré < 2 tuéi: do nguy cd co giat, chdng chi dinh
dung FUGACAR cho tré em du6i 1 tudi trong
diéu tri hang loat cac trudng hgp nhiém mot hay
nhiéu loai giun. FUGACAR chua dugc nghién
clu rong rai trén tré em dudi 2 tudi. Vi thé, chi su
dung FUGACAR cho tré tir 1-2 tudi néu lgi ich
tiém tang 16n han nguy co tiém tang.

Chéng chi dinh: qua man cam véi thudc hoac
cac ta dugc clia thudc.Khong dung FUGACAR
500 mg cho tré dudi 1 tudi, phu ni c6 thai 3
thang dau va bénh nhan suy gan.

Canh bao & Than trong: than trong khi dung

®

Fugacar 500mg cho tré em duéi 2 tudi. Trong
giam sat hau mai, cac con co giat & tré em trong
d6 6 ca tré dudi 1 tudi dugc bao cio vai tan
suat rat hiém gap. FUGACAR chua dugc nghién
cliu rong rai trén tré em dudi 2 tudi. Chi nén su
dung FUGACAR cho tré tir 1-2 tudi néu lgi ich
tiém tang 16n hon nguy co'tiém tang (vi du: néu
tinh trang nhiém giun cta tré gay anh hudng
dang ké dén tinh trang dinh dudng va phat
trién thé chat cha tré). D€ gidam nguy co nghen,
nén can nhic dung FUGACAR dang hén dich
uéng cho bénh nhan nhu tré nhd khong thé
nuét dang vién nén. Hiém gap nhing bdo cao
vé réi loan chitc nang gan c6 thé héi phuc, viém
gan, va gidm bach cau trung tinh & nhing bénh
nhan dugc diéu tri vai mebendazol & liéu chudn
trong cac bénh ly dugc chi dinh. Nhiing bién c6
nay cung véi viém than- tiéu cdu than ciing
dudc bao cao khi strdung liéu cao han muc liéu
duoc khuyén cdo va diéu tri trong thai gian kéo

San pham cua Janssen-Cilag Ltd. thudc tdp doan S}O&m'vnagcﬁ-mwn

dai. Nén tranh st dung déng thoi mebendazol
véi metronidazol vi ¢ su ggi y vé kha nang cé
ma&i lien hé gilta Stevens-Johnson/ hoai tu
nhiém doc biéu bi véi viéc sit dung dong thaoi
mebendazol va metronidazol.

Phu nif ¢6 thai, cho con bu va kha nang sinh
san: Mebendazol c6 biéu hién gay doc thai va
quai thai & chuét céng va chudt nhat. Khéng
nén ding cho phu ni mang thai, dac biét
trong 3 thang dau thai ky va phu nir dang cho
con bu. Két qua nghién ciu anh hudng trén
kha nang sinh san cho thdy mebendazol khong
¢6 anh hudng Ién kha ning sinh san & muc liéu
< 10 mg/kg/ngay.

Anh hudng trén kha nang lai xe va van hanh
may méc: FUGACAR 500mg khong anh hudng
dén su tinh tao va kha nang lai xe.

Tac dung khéng mong muén: xay ra trong thi
nghiém lam sang & <1% bénh nhan: khé chiu &
bung, tiéu chay, day hoi; phat ban. Tac dung
khéng mong muén trong qua trinh hau mai: rat
hiém: giam bach cau trung tinh; qua man bao
g6m phan ting phan vé va phan tng giéng phan
vé; con co giat, chong mat; dau bung; viém gan,
bat thudng xét nghiém chitc nang gan; hoai tu
biéu bi nhiém doc, hoi chiing Stevens-Johnson,
ngoai ban, phit mach, may day, rung téc.

Théng bdo cho bdc si nhiing tdc dung phu
khéng mong muén gap phai khi sir dung thuéc.
Poc ky huéng dan sif dung trudc khi dung.
San xuat tai: OLIC (Thailand) Ltd.

Pia chi: 166 Moo 16 Bangpa-In Industrial
Estate, Udomsorayuth Road, Bangpa-In
District, Ayutthaya Province, THAI LAN

Cong ty dang ky: JANSSEN-CILAG Ltd., Thai Lan
Moi cau héi/Bao cao tac dung ngoai y/Than
phién chat lugng san pham xin lién hé:
VPBD Janssen-Cilag Ltd., TP. H6 Chi Minh.

DT: +84 28 38214828.

Email: jacvndrugsafety@its.jnj.com







