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Thanh phan: Mdi vién chia 500 mg
mebendazol. Chi dinh: Diéu tri nhiém
mot hay nhiéu loai giun duong rudt: giun
dia, giun toc, giun mac, giun kim. Liéu
dung va cach dl‘mg: 1 vién FUGACAR
500 mg duy nhat. Khong can ap
dung cac cach dac biét nhu an kiéng
hay duing thudc nhuan trang. Tré <
2 tudi: do nguy co co giat, chong chi
dinh dung FUGACAR cho tré em du6i 1
tudi trong diéu tri hang loat cac truong
hgp nhiém mot hay nhiéu loai giun.
FUGACAR chua dugc nghién ctiu rong rai
trén tré em dudi 2 tudi. Vi thé, chi st
dung FUGACAR cho tré tir 1-2 tudi néu loi
ich tiém tang I6n hon nquy co tiém tang.
Chdng chi dinh: qud man cam véi
thudc hodc cac ta dugc clia thudc.Khong
dung FUGACAR 500 mg cho tré du6i 1
tudi, phu ni ¢d thai 3 thang dau va bénh
nhan suy gan. Canh bao & Than trong:
than trong khi ding Fugacar 500mg cho
tré em du6i 2 tudi. Trong gidm sat hau
mai, cdc con co gidt 6 tré em trong d6 c6
G tré dudi 1 tudi dugc bdo cdo vdi tan
suat rat hiém gap. FUGACAR chua dugc
nghién ctiu rong rai trén tré em dudi 2
tudi. Chi nén stt dung FUGACAR cho tré tir
1-2 tudi néu lgi ich tiém tang I6n hon
nguy co tiém tang (vi du: néu tinh trang
nhiém giun cta tré gdy anh hudng dang
ké dén tinh trang dinh dung va phat
trién thé chdt ctia tré). DE giam nquy co
nghen, nén can nhdc ding FUGACAR
dang hén dich uong cho bénh nhén nhu
tré nhé khong thé nudt dang vién nén,
Hiém gdp nhiing bdo co vé rdi loan chiic
ndng gan ¢6 thé hoi phuc, viém gan, va
giam bach cau trung tinh & nhiing bénh
nhén dugc diéu tri véi mebendazol & liéu
chudn trong cac bénh ly duoc chi dinh.
Nhiing bién ¢6 nay cling vdi viém than-
ti€u cau than ciing duoc bao cdo khi st
dung liéu cao hon mic liéu dugc khuyén
cdo va diéu tri trong thdi gian kéo dai.

-

San phdm ctia Janssen Cilag thudc tap doan gohmvu.gotmw

Nén tranh st dung ddng thoi mebenda-
zol véi metronidazol vi ¢6 su goi y vé kha
nang c6 mdi lién hé gitia Stevens-John-
son/hoai tir nhiém ddc biéu bi vdi viéc sit
dung dong thoi mebendazol va metroni-
dazol. Phu nif ¢6 thai, cho con b va
kha nang sinh san: Mebendazol ¢6
biéu hién gay doc thai va qudi thai ¢
chudt cdng va chudt nhét. Khong nén
dung cho phu nit mang thai, ddc biét
trong 3 thdng dau thai ky va phu ni dang
cho con bu. K& qua nghién ciiu anh
hudng trén kha nang sinh san cho thay
mebendazol khong c6 anh huéng lén
khd nang sinh sdn & mic liéu < 10
mg/kg/ngay. Anh huéng trén kha
nang lai xe va van hanh mdy méc:
FUGACAR 500mg khdng anh hudng dén
su tinh tdo va kha nang ldi xe. Tac dung
khdng mong mudn: xdy ra trong thit
nghiém 1am sang ¢ <1% bénh nhan:
kho chiu & bung, tiéu chdy, ddy hoi; phat
ban. Tac dung khdng mong mudn trong
qua trinh hdu mai: rat hiém: gidm bach
cdu trung tinh; qua man bao gém phéan
(ing phan vé va phan (ing gidng phan vé;
con co gidt, chéng mdt; dau bung; viém
gan, bt thuong xét nghiém chic ndng |
gan; hoai tir biéu bi nhiém doc, hoi |
chling Stevens-Johnson, ngoai ban, phu = |
mach, may day, rung téc. Thong bdo |
cho bdc si nhifng tdc dung phu khéng =
mong mudn gdp phdi khi sit dung 5
thuéc. Doc ky huong dan sit dung
trudc khi dung. San xuat tai: OLIC
(Thailand) Ltd. Pia chi: 166 Moo 16
Bangpa-In Industrial Estate, Udom-
sorayuth Road, Bangpa-In District,
Ayutthaya Province, THAI LAN. Cong ty
dang ky: JANSSEN-CILAG Ltd., Théi Lan.
Moi cau hoi/Bao cao tac dung ngoai
y/Than phién chat lugng san pham
xin lién hé: VPDD Janssen-Cilag Ltd., TP.
Ho Chi Minh. DT: +84 28 38214828.
Email: jacvndrugsafety@its.jnj.com

S0 giay xac nhan noi dung quang cao thuoc cia Cuc Quan Iy Duoc — B Y té: xxxx/xxxx/XNQC-QLD, cap ngay xx/xx/xxxx

Naay in tai liéu xx/xx/xxxx

Moi thong tin xin lien he

Tang 12, Toa nha Vietcom

Nha nhap khau: Vimedime

Tén & dia chi nha san xuat: Olic (
Bangpa-In District Ayutthaya Province - Thai Lan

Quan 1, TPHCM. BT: (28) 3
Dau Mat, Binh Duong
6 Bangpa-In Industrial Estate, Udomsorayuth Road,

N—
janssen )'
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Kich thuc nhd nhat trén thuc té sé dugc st dung:
Ngang 60cm, doc 135¢cm
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Kich thuéc nhé nhat trén thuc té sé dugc st dung:
Ngang 60cm, doc 135cm
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District Ayuttha

FUgac

Mebendazole 500mg

Euasaear Hoe

Mahendaz

Thanh phan: Méi vién chua 500 mg mebendazol
Chi dinh: Diéu tri nhiém mot hay nhiéu loai giun
dudng rudt: giun dda, giun toc, giun mo, giun kim
Liéu dung va cach dung: 1vién FUGACAR 500 mg
duy nhat. Khéng can ap dung cac cach déc biét
nhu &n kiéng hay diing thuéc nhuan trang.

Tré < 2 tudi: do nguy cd co giat, chéng chi dinh
dung FUGACAR cho tré em du6i 1 tudi trong diéu
tri hang loat cac trudng hop nhiém mot hay nhiéu
loai giun. FUGACAR chua dugc nghién ciu rong rai
trén tré em dudi 2 tudi. Vi thé chi si dung
FUGACAR cho tré ti 1-2 tudi néu lgi ich tiém tang
I&n hon nguy co tiém tang.

Chéng chi dinh: qué man cam véi thudc hodc cac
t4 dugc cla thuéc.Khéng dung FUGACAR 500 mg
cho tré duai 1 tudi, phu ni cé thai 3 thang dau va
bénh nhan suy gan.

Canh bao & Than trong: than trong khi dung
Fugacar 500mg cho tré em dudi 2 tudi. Trong gidm
sat hau mai, cac con co giat & tré em trong do6 c6 ca
tré dudi 1 tudi duoc bdo cdo véi tan suat rat hiém
gap. FUGACAR chua duoc nghién ctu réng réi trén
tré em duéi 2 tudi. Chinén st dung FUGACAR cho
tré tur 1-2 tudi néu lgi ich tiém tang l6n hon nguy co
tiém tang (vi du: néu tinh trang nhiém giun cta tré
gay anh huéng dang ké dén tinh trang dinh duéng
va phét trién thé chat cta tré). D€ giam nguy co
nghen, nén can nhéc dung FUGACAR dang hon dich
ubng cho bénh nhéan nhu tré nhd khéng thé nuét
dang vién nén. Hiém gap nhiing béo céo vé réi loan
chiic nang gan c6 thé héi phuc, viém gan, va gidam
bach cau trung tinh & nhimg bénh nhan dugc diéu
tri v6i mebendazol & liéu chudn trong cac bénh ly
duoc chi dinh. Nhing bién c6 nay cing véi viém
than- tiéu cdu than cang dugc béo céo khi st dung
liéu cao hon muc liéu dugc khuyén céo va diéu tri
trong thai gian kéo dai. Nén tranh sir dung déng

Province - Thai Lan

San phdm clia Janssen Cilag thudc tép doan gofwwou‘gohmmn

thai mebendazol véi metronidazol vi co su gaiy vé
khé nang cé méilién hé gitra Stevens-Johnson/hoai tit
nhiém doéc biéu bl véi viec s dung déng thoi
mebendazol va metronidazol.

Phu nif ¢6 thai, cho con bi va kha nang sinh san:
Mebendazol cé biéu hién gay doc thai va quai thai
& chudt céng va chudt nhét. Khong nén dung cho
phu nr mang thai, dac biét trong 3 thang dau thai
ky va phu nit dang cho con bu. Két qua nghién cdu
anh hudng trén khd ning sinh san cho thédy
mebendazol khéng ¢6 anh hudng lén kha nang
sinh san & muc liéu < 10 mg/kg/ngay.

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

Tac dung khéng mong mudn: xdy ra trong thir
nghiém I&m sang & <1% bénh nhan: khé chiu ¢ bung,
tiéu chdy, day hoi; phat ban. Tac dung khéng mong
mudn trong qué trinh hau mai: rat hiém: giam bach cau
trung tinh; qua mén bao gém phan (ng phan vé va
phan (ing gidng phan v&; con co gidt, chong mét; dau
bung; viém gan, bat thuong xét nghiém chic nang gan;
hoai tir biéu bl nhiém déc, héi ching Stevens-Johnson,
ngoai ban, pht mach, may day, rung téc.

Théng bdo cho bdc si nhirng tdc dung phu khéng
mong muén gdp phai khi sir dung thuéc.

Poc ky huéng dan sit dung trudc khi dung.

San xudt tai: OLIC (Thailand) Ltd.

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

Coéng ty dang ky: JANSSEN-CILAG Ltd., Théi Lan
Moi cau hdi/Bao cao tac dung ngoai y/Than
phién chat lugng san pham xin lién hé:

VPOD Janssen-Cilag Ltd., TP. H6 Chi Minh.

DT: +84 28 38214828.

Email: jacvndrugsafety@its.jnj.com







