ar (chewable tablet)

 hiréng diin sir dung trirére khi ding.
mgnmmﬂm;:nzwmfmmq

THANH PHAN

Vign nén FUGM:AH{WMnmdm:,hmﬂhtdrmmmmuvﬁmﬂnmmu hal
phéng, vat canh, métmai khic YJANSSEN va mt mAl khic "2
vidin ndin nhai durere chira 500 mg mebendazol,

Ta dugre:
Mannilol, Sierose, Lclose manchydral, Nalrl seccharin, Vi rd cly, Methylcaliulosa, Tinh bt ngd, Tiah bt
bidn tinh st ghyoolat, Coliulosae vi fink thi, Magnesi stearal, Siticon Hioodd dang keo khan.

cHi BINH

FUGACAR 500 mg durgre chi dinh dilu ini trong tedng Bop nhim mét hay nhidu loal giun duéng fiéu
hoa: Entenobirs wernicuians (giun-kim); Trichuis fichiea (ghan ck Ascaris lumbncoiies (giun ddaj,
Ancylostoma ou Nacalor amarnt {giun méc),

LIEU DUNG VA CACH DUNG
Libu da

ng
1 viin FUGAGAR 500 mg duy nhilt.
Diin 56 dac bijt
Tré em
Deing 1 16y FUGAGAR 500 mg duy nhék.
Trd e < 2l
Do nguy oo co gilll, chéng chi dinh ding FUGAGAR cho ié em dudi 1 tubl &8 &b i) hing hoal cic
triring hop nhidm mitt hay nhiu loal giun (xem Chdng ohf dinh. Cénh bio v ihia frong).
FUGACAR chira dirgre nghn ciru rding ol trn bl e durdd 2 1ufil, Vi th, ehi sir dung FUGACAR cho tré
mlawmmhhmmmmmwu&nwmmmmmmj

Cieh dung
mm@dwmmnﬁcwwmammﬂuWanM

CHONG CHI BINH
Ching chi dinh ding FUGACAR cho trh em dirdi 1-tudi rong didu i hang loal céc

mi1 hay nhidu loal giun: Ngoal ra, chiing chi dinh ding FUGACAR cho ngued qui
hodc cAc t4 duge cia thube.

CANH BAD VA THAN TRONG

Tmmmmmmncmnmmzw

Tm-n it hil mili, che con co gl & ind em trong &6 o o ird durgd 1 tudi dirge bao céo voi tn
um&nmimmmmwmm

Fuammrad g ring r il trd am dudd 2 ol V1 th, chi nén sir dy FI.IGN:AF-

muéamznﬂmwu tim tikg bem hom ngauy oo B Bng (vl duc néu finh frang

iré gy dnh hurirng dang && dén tinh trang dinh durgmg va phat tifin thé chat cia tr)

B gilim nguy cor nghen, niin clin nhic ding FUGAGAR dang hin dich uing cho bénh nhiin nhur tré nhd

khing thé nudt dang vién nén.

Hiém gitp nhing bdo cao vit i loan chire niling gan o tha hbi phuc, vim gan, vh gidm bach cliu lung

tinh & nhimg binh nhin duge didy tf vei mebendazel & fidu chufin rong céc bénh by duge chi

dinh {xem Tdc dung khdng mong mudn - D Séu hdu mé). Nhimg bifin of ndy, cing vir vim thiin-tlu

e, cang Autes Bido cio khi =i dyng Biu cag hon mae iy dugc khoyén cdo vi didu tr trong thii gian

Koo .

mmumwﬂmmhm1mmw il ‘ser ik b '

Steveng-Jonnsanhopl tr bidu bl nhidm dde (SUSITEN) gorl § va knd mmmﬂmm.ﬁhmm

wil Wil s dung diing thid mabendazel wii metronidazol. o thism dir Béu v& fuong (8¢ Thudc-

mmmmmwmmwmwmmﬂ

TUONG TAC V&1 CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC

&ir dung cing e wéi cimetidin oo thé (e ché chuyin hoa mabendanel tai gan, ki qui km Hng ndng &
mvonnnmﬂmwnvmmmmﬁumm

Nén trénih diing ding théd mebendazol vl i metronidarol (xem Cdnh Biéo vit i tang).

PHY MO CO THAL CHO CON BU VA KHA NANG SINH SAN

Phy ndr co thal

Mebandazal oo bidu hin gy 9¢ thal va qual thai & chudt cdng v ehut nhit. Kibng ob tic hai nia o
werl sy ginh sin cla ol loh ddng vl thi nghiden khac (xem Thedng tin tién bm sdng).

N8 cén nhdc gitra ngly cor of e xéy ra v ki ich #8u b mong mudn khi ki FLGACAR 500 mg cho
phiy Al frang fhai, dde bist trong 3 hing dlu thai ky, i

Phuy nir cho con bd

Mgertst ta khing bidt ring Iy mebendazol o bal B8t qua sl me hay khing, Vi vy, nén thin trang khi
sir dyng FUGACAR 500 mg cho phw niricho con'bu,

trudmg. hiop nhidm
qui mbn el vl thube

Khi niing sinh san
Kﬁtmnf?gtwnmm trin hib seing sink sdn ela mebendazol cho thiy khiing cb &nh hurdng
Ifin khd nding sinh san & mirc s1ﬂrn||ﬁq-‘tw:mrrg#nz}[m Thing fin tidn 4m sang)

AN HUGNG TREN KHA NANG LAI KE VA VAN HANH MAY MOC -
FUGAGAR 500 mg khang &rh hudmg dién sy tinh 40 wh khil ning lé xe.

TAC DUNG KHONG MONG MUGN

Muc by winh bay cde phan tng bilt lot 8 Suers bdo cao. Caie phin tmag bl il 1 nhimg bidn o8 bl igi
durerc ghl nhén & od én quan v vidc s mabgndizol dea trln dinh gid 1nan ditin chc thong tin cd
sin vis bin of bilt i, Kindng d e dinh chiln cb mis Bin hd nhdn qui gitra cfc bidn cb bt gl
wirl mebendazol nhimg ircntng hop ridng 1. Hom nira, béd vi chc thir nghiém 1m séng dugc tiln
ik trong Ahirmg diu Kin 181 khac nhau, wwmmmmmqmmﬂvvwmm
nghidn 1&m shng cfia mat thuSc khéng thé 5o sdnh tirc 1p vai 17 18 trong ode thir nghism Iim sing cia
mmmmmm&mamq}&wwmmﬂwmmm. [

DiF Hau thir lim

nm$1mgmmmmﬁdm¢mmimnﬁmm séng trén G276 bénh nhan ducc

mmmmmmﬂmummmahmmrmn mﬁmmmm;ﬁ
hidn < 1% bénh nhdn did b blkng FUGACAR duge thi hign trong Bang 1.

Bang 1. Phan rng bt lgd duroe bdo cée =1% binh nhin diku tr) bing FUGACAR frong 39 thir

#ﬂwwmwmqm
Phdn img bt e
A&l loan téu héa
_Iit_lzmu#h.mg
[
Bhyhat”
A&l mqn da va mé dudd da

DiF lifu hiu mii
cscpnénﬁﬂgnmmcmmmtmm:mmmnnmmmmmmm
urprc thil hilen trong Biding 2, Trang bilng nay philn loal Bin suiit dya trbn qul uie sau;

At thutmo ple - =110

Thurimg gip 217100 va =1/10

It gip =1/1000 v <1/100

Hlimhgf =1/10000 vi <1/1000

R <1/10D00, kif ch che o cdo iéng 18,

Trong Biing 2, cikc phin img bilt Il durgre rinh béy then phén logl Bn sull dya irén b 1 bda cao ty phit,

Bang 2. Pivin tmg bit iyl cia FUGAGAR duge xie djnh trong qui trinh hiu mdl vél phin logl tin
sullt duge wéc tinh trén by K bdo céo tyr phat

Phiin logl co quan w
Phan logd thn sudl PPhén drmg b1 i .
Rél loal méu va hi bach huydt
Réf hitm i Giam bach cdu trung tinh
Rl loan hé mikn dich
Rt hidm Qud méin bao gbm pidin (g phin vé va phin (mg gidng phan w8
nﬂmmmnﬁm ;
Rt Com co il chdng mi

n hi tiéu héa
REL hidm Erau byng
A

Vidm gan, bl tharémg wét nghédm chirc ndng gan

R da va mb dudl da
Rat hidm o blr bidu bi nhidm die, wmmmm ngoal ban,
i mach, miy day; rung e

Thing béo che bic s§ nhirng te dung khéng mong mudn gip phii ki siF dung thude.
aQuA LiEu

ainmhumﬂumm

Trurimeg hop vé finh ding thude qua iy, oé thé gip co cimg bung, bubn non, nén va tisu chiy.
Biku trf

Khéng cd thulc gidi 86 ddc higw. o thil dung than hoat niu thich hop,

BAC TINH D
Hﬁmummwn sén dirtmeg g, diln Xl benzimidazal

ramtrtrmn,rpﬂ&nglﬁ.
TfM'l L BBNG HOC ’ - i

S khi d <10% iy aing dugre hip thu vao hé tulin hoan do sy hdp thu khing hodn
&nmmﬁ;ﬂmwmmnmmmmmm

bardr
trang huydl uromg Ehinkmg dat durgrc sau 2 38n 4 gitr ding thisde. Wang Shuds cling vl bira 8 gliu chill
muﬂmummmmmmmmﬂmm
Phén
Sur gébn kilt wenl protain hiyit ciia mebendazol 80 3én 95%, Thil tich phin bd tir 1 din 2 Likg
cha o thi xirvén qua 4 chire ngodi mach, Bilu nby dutre chimg minh blng nhimg dix
Tt vk TS 803 thusdic trong m trén cic bisnh nhan G5y trj man tinh v mebendaol (v du B 40 mgioinghy
trong 321 thang)
Chuyéin hoa
Mobendazol

. Chirc ndng gan suy gidm,

) ks mebendaznl va ol chiit chiyin hda chinh in &L lrorng Lo M kbl 547 g disl i
wﬁmwymmtmn,ﬁndﬁm qugmﬁnw;wﬁmm
dung

THONG TIN TIEN LAM SANG

Dinh gt 39¢ Hnh el il dom trbn nhibu lodl khée nhau cho thily meb-endazol duec dung nap 181 v cd
Khvoding an foan ring. KL qua dbc tinh man, dong dutmg thag, ik 18p tai trén chudt cing ki ding liBu
e 40 mg/kg (240 mgim?} vA cac hom cha thiy trong frgng gan b Ehay dii, 1u Sy rung tm phl i,
hinh thanh khang bao trong i bda gan i trgng ugng tinh holn thay a8l v s thodl hda ng, troc vily

Khé ning giy ung thu va 3§t blén
Truadic khiing glly ung mmmmmmm.mwmwmwnmmm

nhwmnwné phil hiry ey troe nbibm sée thé, Két qué thir nghidm v
mmwmmssmamammmmmwmwm

{82 Bdc 48 v chutt céng mang thal, Kb dom 10 mp'g (60 mg/me) vi cag han, wﬂwmm

i thai va sinh qual thal. Quan & trén chudt nhal, Iy &4c cho chudt me: 10 mo/kg (60 maim?) va cao

hom ciing géy quai thai v d6¢ tin thal Khing o6 tic hed ding i ¥ ndo 481 wi sir-sinh sin fnin cit i
khéic.

iy khding b inh hutmsg ke ding i Min 951 40 mo/ka (240 mgi) rong
trong 14 ngdy irirde khi mang thai v trang
i 16 thal nhi va chudt con. Ty nhién, sy

DUNG
:an;lmkﬁhir nghy sin it
BIEU KIEN BAD QUAN
Bio quin & nhigt &6 15°C -30°C.

QuY CACH PONG GOI
Fugacar™ {vin nén ol dugic), luurnnmtwurﬂqg 1 MMMMWM huang
e, Wi mgot i oy -
San xudt tal: OLIC (Thalland) Lted.
B4 chi: 166 Moo 16 Bangpa-in Indkestrial Estate, Udomacrayuth Foad, Bangpa-In District, Ayutihaya
Province, THAI LAN

diing ky: JANSSEN-CILAG Lid., Thai Lan
ﬁﬁ:ﬁ Mmmmdﬂ%w y/Than phikn chill lrgng san phdm xin lién hé:
VPBD Janssen-Cilag Lid., TP Hd Chi Minh,
DT +84 B 38214828
E-mail: eyndrugsality @its inl.sem
B bdn: CCOS 13Am2014, 5804
PI_Fugacar {chewabis iablel} TH-CCDS 13./un014 w1
Nodty st S50 02032015 :

e
janssen )’
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