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Desage: One tablet for treatment of
comman round worm infection. Chew
before swallow. Not for children under £
12 months old
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FUGACAR

M&i vién chira 500mg Mebendazole.

Thanh phén t4 duoc:

Fugacar (vien nén), khéng huong vi: Lactose monohydrate, Methylcellulose 15mPa.s, Tinh bét ngd, Tinh bot
Natri Glycolat, Cellulose vi tinh thé, Magie stearat, Silic khan dang keo,

Mebendazole cdn trd sy tao thanh vi dng té bao & rudt giun bing cach két hgp dac hiéu vao vi éng va gay ra
c4c thay ddi thodi hoa siéu cu tric & rubt giun. K&t qua 13 su st dung glucose va chire nang tiu hda cda
giun bi réi loan dén &5 xay ra qua trinh ty phan glai.

Chi dinh
Nhiém mdt hay nhidu loai giun dureng rudt: giun daa (Ascaris Jumbricoides), giun téc { Trichurts trichivra), giun
méc (Ancyiostoma duodenale, Necator americanus), giun kim (Enterobius vermicufaris).

Liéu ding va cach diing

»  Udng 1 vién duy nhat, cé thé nhai vién thuéc trvére khi nuét.

» Khéng cin ap dung cac cach dic bigt nhu &n kiéng hay ding thudc nhusn trang.

« O viing dich t& nhiém giun dwéng rudt nang, thy giun dwdng ruét dinh ky 3-4 An m&i nam biing Fugacar
sé gidm déng k& dich bénh,

Chéng chi dinh 2
Qua man cam véi thudc hodc thanh phan cia thudc. i
Khéng nén diing Fugacar 500mg cho tré em dui 1 tudi, phy n(k c6 thai 3 thadng dAu va bénh nhan suy gan.

Than trong

Than trong khi dung FUGACAR 500mg cho tré em duwdi 2 tudi.

Trong qud trinh Ieu hanh thudc trén thj trudng, cc con co glat & tré em trong d6 c6 ¢a tré dudi 1 tudi dwgc
bdo céo véi tAn suét rat hiém gap (xem phan T4c dung ngoai ¥). Khéng nén si» dyng Fugacar 500mg cho tré
qua nho.

Hiém g3p nhing béo cdo vé rdi loan chirc ning gan, viém gan, gidm bach ciu trung tinh c6 thé héi phyc &
nhing bénh nhan dwgc chi dinh mebendazole voi lidu chugn dwoc chi dinh, (Xem Tac dung ngoal y frong
qué trinh fuu hanh thudc trén thj trvdng). Nhing vAn @8 trén, clng véi viém cdu than, cling d3 duwec bio cao
khi s dung li&u cao hon miec khuyén céo va diéu tri trong thei gian kéo dai,

K&t qua tir mt nghién ciru cé kiém sodt dldu tra vé s bung nd cda héi chieng Stevens-Johnson/hosi 1
nhiém doc bléu bI(SJS/TEN) goi v vé khd ning cé mdi lién hé gitta SJSITEN va viéc st dyng déng thei
mebendazole véi metronidazole. Khong cé thém dte liéu vé tvong tac thude. VI vy, nén tranh s dung ddng
thei mebendazole va metronidazole.

Twong tac thude

= St dung cling lic vé&i cimetidine cé thé e ché chuy&n héa mebendazole tai gan, k&t qua 1am t&ng ndng
A6 thudc trong mau dic blat trong treeng hp didu tri kéo dai. Trong trwéng hep ndy, nén xéc dinh ndng
a5 thuéce trong huyét trong dé mZu chinh lidu.

o Nén tranh dung déng theri mebendazole véi metronidazole (xem phan Than trong)

Phy ni¥ mang thai va cho con bi -
Mebendazole ¢cé bidu hién gay ddc thai va quai thai & chudt céng va chudt nhat khi udng lidgu don. Khiéing cé

tAc hai ndc aéi véi sw sinh sén cla cac lodi dang vat thi nghiém khac (xem phan DG lliéu an toan tién tam
sang). Nén can nhic gidka nguy co cé thé xdy ra va lgi fch Gidu trl mong mudn khi k& Fugacar 500mg cho
phy nt» mang thal, dZic biét trong 3 thang dau thai ky. ] .
Mebendazole chi dugc hdp thu mét lrong nhd. Ngudi ta khéng biét ring liéu mebendazole ¢6 bai tiét qua
slra me hay khéng. Vi vay, nén than trang khi si¥ dung Fugacar 500mg cho phu nir cho con bu.

Tac dong lén kha nang l4i xe va sir dung may méc
Fugacar 500mg khéng anh hurdng dén sy tinh tAo va kha nang lai xe.

Tac dung ngoai ¥ .

Muc nay bac gém c4c phén ttng c6 hal da dwgc bdo cdo, Cac phan ing cé hal dwoc ghi nhan fa nhiing sy
cb bt loi drge cho 14 cb lign quan vé&! viée sir dyng Fugacar dira trén dénh gid todn dign cac théng tin c6
sn v& tac dung ngoai ¥. Khéng thé xac dinh chic chén ¢6 méi lién hg nhan qua giGra cac tac dung ngoai ¥
ol Fugacar trong nhixng bao cao riéng &, Mat khac, céc thl nghtém lam sapg dwoc tién hanh trong nhiing
didu kien khéc nhau, t§ 1& phan ¢ng cé hai trong cac thiv nghigm [am sang cia mét thude khang thé so sanh
true tiép véi ty 18 trong cac thir nghiém Iam sang ctia thude khac va khong thé phdn anh ty € trong thirc

hanh [am sang.

D liéu tha nghiém 1am sang o LUS.W.%%
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Tinh an toan cda Fugacar dugc danh gia trang 39 the nghiém 1am sang trén 6276 bénh nhan dilu trj nhiém
mdt hay nhidu |oai ky sinh Iriing dwéng tigu hda, Trong 38 thir nghiém 1am sang ndy, khong ¢6 phan ung co
hai cia thuéc ndo (ADRs) trong tAn suat 21% xay ra & nhing bénh nhan diéu trj bdng Fugacar. Nhing phan |
(ng ¢6 hai cia thube co tAn suét < 1% duge thé hién trong bang 1.
Bing 1. Phan trng c6 hai cla thubc dwge bao cao & <1% bénh nhan
dldu trj bang Fugacar trong 39 thir nghiém lam sing

Ha théng/Phan loai ¢ quan
Téac dyng ngoai y

Réi loan tidu héa

Khé chiu & bung

Tiéu chay

PAy hoi

Réi loan da va mé dwéi da
Phat ban

Téc dung ngoai ¥ trong qué trinh lwry hénh thube trén th] triromg
Cac phan (ng c6 hai ctia thuée 1An gAu tién dugc ¥&c dinh trong qua trinh Fugacar luu hanh trén thi treéng
dwoc thé hién trong bang 2. Phan loal tAn suét dia trén qui worc sau:

RAt thueng gap =110 )}
Thuéng gap >1/100 va <1/10 2
it gap =1/1000 va <1/100 .é
Hiém gap 21/10000 va <1/1000

R4t hiém <1/10000, bao gdm céc bao cao riéng biét

Béang 2. Phan (rng cé hai clia thudc dwoe xic djnh trong qua trinh lwu hanh thubde Fugacar trén thj
trwwérng bang phan loai tAn suét danh gia trén ty 1& bao cdo tw phat

Phan loai co quan e
Phan loai tn suét Phan (g ¢6 hai \\.
RAi loai mau va hé théng bach huyét in.,; 8
RAt hiém Gidm bach cu trung linh .}r
2211 rl:l:; : hé mién dich Qua méan bao gdm phan trng phdn vé va phan g :( :
giéng phan vé e /t
Réi loan hé thin kinh & A
R&t hiém Con co giat, chéng mét AN i/
R41 loan h¢ tidu héa :
R&t higm Pau bung i
s i i
gg: rl:gm" ganmgt Viém gan, cac chi sé xét nghiem chirc ndng gan ‘
khéng binh thurdng.
i P i
gg{ rl:? :lda VAR dipd da Hoai t& biéu bl nhi@m dde, hdi chimg Stevens- i
. Johnson, ngoai ban, phi mach, may day, rung téc

Théng bdo cho bdc sy nhimng tic dung ngoai v khong mong mudn gip phai khi st dung thubc.

Qua lidu
& nhing bénh nhan si¥ dyng li&u cao hon liéu khuyén cdo hodc trong thdi gian kéo dai, nhizng phan (ng cé
hal durore bao céo thudng hiém géap, bao gbm: rung téc, réi loan chirc ndng gan, viém gan, giam bach cau
hat, giam bach cu trung tinh, viém chu than cé phuc héi, Ngoai triy treéng hep giam bach chu hat va viem
céu than, nhirng phédn tng cé hai ndy clng dwec ghi nhan & nhimg bénh nhan diéu tr] véi mebendazole lidu
chudn. (Xem phan Bao cao luu hanh thudc trén th] truéng)

Trigu ching

Trwéng hop vé tinh ding thude qua lidu o6 thé co triéu chitng dau quiin byng, budn ndn, nén va tiéu chay.
Diéu tri

Khérg cb thudc gidi ddc dac higu. Trong gitr dAu tién sau tai bién qua liu nén suc da day, co thé ding than hoat
néu thich hep.

sy,
Bac tinh dwrorc ly 5 <,
Bdc tinh dwge Iye hoo 4 f
Phan nhém diéu tr: 2
Thuée tris giun san dwéng uéng, din xudt benzimidazole N
Ma ATC: PO2CAD1 ‘At g
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Trang nhirng chi dinh diéu tri, mebendazole hoat déng tai chd trong dwdng rudt bang viéc ¢an tré sy hinh
thanh vi 6ng té bao & ruét giun (xem phin Chi dinh). Mebendazole gan két d4c hidu voi vi ng va gay ra cAc
thay ddi thoi héa siéu cAu trac & rugt giun dan dén réi loan sy hAp thu glucose va chirc nang tiéu héa coa
giun gay ra qua trinh ty phan gidi.

Bdc tinh dwye déng hoc

Hap thu

Sau khi dung duiréng ubng, khodng 20% lidu diing duge hdp thu vac mau do s hdp thu khang hoan todn va

do chuyén héa Ién truc khi vao méu (tac déng chuyén héa 63u tign), Néng 89 tél Ga trong huyét trong

thuéng dat dwgc sau 2 dén 4 gid dung thude. Ubng thudc cling véi bea &n gidu chit béo din dén tAng sinh

kha dung ¢lia mebendazole mirc A8 vira phai.

Phin bo

Co khodng 90 dén 95% Mebendazole dwoc gin két véi protein huyét teong, Thé tich phan bé tr 1 dén

2Ukg cho thay mebendazole cé thé xuyén qua td chire ngoai mach. Biéu ndy dwoc ching minh bing nhing

d( ligu vé& ndng @6 thuée trong mé trén cac bénh nhan digu tri man tinh v&i mebendazole (liéu 40mg/kg/ngay

trong 3-21 thang).

Chuvén héa

Mebendazole ding dudng uéng dupc chuyén héa chd yéu bdi gan. Néng 86 trong huyét twong cla nhiing

chat chuyén héa chinh (dzng aminc va amino hydroxyl hda cla mebendazole) cac hon hdn so véi

mebendazole. Chirc ndng gan suy gidm, chuydn héa kém hoac suy gidm thai triv qua dwdng mat cé thé dan

dén ndng d6 mebendazole trong huyét twong cao hon.

Thal tree

Mebendazole, cac dang lien két clia mebendazole va nhrng chit chuyén héa cGa né cb thé trii qua nhidu

vdng tai tudn hodn gan rudt va thai trir trong nuwdre tidu va mat. Thei gian ban thai bidu hign sau mét lidu

ubng Ia khodng 3 dén 6 gi& & héu hét cic bénh nhan.

Trang théi due ddng hoc dn dinh

Nbng d elta mebendazole va cac chat chuyén héa chinh trong huyét tong tAng I&n khi sl dung dai ngay

(40 mgrkg/ngay trong 3-21 thang), ddn dén phol nhiEm & tinh lrang on dinh cao gép 2 1&n so véi sk dyng liéu

don. Ly
o,

¥
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D lléu an toan tién Iam sang

Banh gi4 ddc tinh cla liéu don trén nhidu loai khdc nhau cho thdy mebendazole dugc dung nap tét va cd
khodng an toan rong, Két qua déc tinh man, lidu 1ap lai, ding udng trén chudt chng khi ding lidu doc
40mg/kg va cao hon cho thay trong Iweng gan bi thay ddi, tidu thily trung tAm phi nhe, hinh thanh khéng
bao t& bao gan va trong Iwgng tinh hoan thay dbi voi su thoai héa éng, trée vAy va e ché dang ké hoat
d6ng sinh tinh, Khang gay ung thu trén chuft nhit va chubt céng. C4c nghién ctu dot bién gen in vitro cho
thay thufic khéng gay dot bién. Nhing thix nghiém in vivo khdng phat hién sy phé hiy cAu tric nhidm sdc
thé. Két qua tht nghiém vi nhan cho théy tac dung gy dot bién nhidm sdc thé trén t& bdo sinh dudng ddng
vat cé vii cao hon nguéng néng dé thude trong huyét trong 115ngiml. Lidu dbc d8i véi chudt céng mang
thai (fiéu don 10ma/kg va cao hon) cé thé gay ddc cho thai va sinh qudi thai. Quan sét trén chugt nhat, lidu
aéie 10mg/kg va can hon aling gAy qudi thal vA dde trén thal Khang ea tae hai @Ang Iy naa d6i voi sy sinh

san trén cac loai ddng vat nghién ciru khac.

Péng gol
Funacar (v&n nénd, khéna heong vi: Hép 1 vién nén chiéa 500mg mebendazole, khdng cd huong vi.

Bao quan
Bao quan & nhiét d6 15-30 °C.

Han diing .
Fugacar (vién nén), khang hwong vi: 5 nam k8 ti ngay san xuat.
Khrﬁng dling thide 3 qua han <f® clpngy gphi trén nhan

Doc ky hwrong din stv dung trede khi dong. Néu can thém théng tin, xin hdi y kién bac si.
Dg xa tam tay tré em

Nha sdn xudt: OLIC (Thailand) Ltd.
Dla chl: 166 Moo 16 Bangpa-ln Indus

Province, THAI LAN

sorayuth Road, Bangpa-In District, Ayutthaya
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