ZENTEL

&

Albendazole

Dé xatdm tay tré em.

Poc ki hudng dan st dung trudc khi ding.

N&u can thém théng tin xin hai y kién béc si.

Théng bao cho bac si nhiing tac dung khong mong muén gap phai
khi diing thuéc.

TRINH BAY

Vién nén chira 200mg albendazole. .

T4 dugc: Lactose monohydrat, tinh bdt ngd, povidon K30, natri lauryl
sulphat, natri starch glycollat, microcrystalline cellulose (cellulose vi
tinh thé), natri saccharin, magnesi stearat, methylhydroxypropyl
cellulose (15 cPs va 5 cPs), propylen glycol, nudc tinh khiét®.

*: bay hoi trong qua trinh s&n xudt, khdng xuét hién trong thann phdm
cudi cung.

DANG BAO CHE
Viién nén bao phim

QUY CACH BPONG GOI
Hop 1vix 2 vién

CHIBPINH
ZENTEL la mot benzimidazole carbamate véi hoat tinh diét giun chéng
lai cac ky sinh trang dudng rudt va tai mo.
ZENTEL dugc chidinh diéu tri cic bénh ly 1am sang gay ra bdi cae giun
dudng rudt nhay cam sau (xem Duge lyic hoc vé chi tiét nhay cam voi
cac giun):

- Nhiém giun kim (enterobiasis)

- Bénhgiun méc/giun md (ancylostomiasis va necatoriasis)

- Nhiém giun luon (strongyloidiasis)

- Nhiém giun dia (ascariasis)

- Nhiém giun téc (trichuriasis)

- Giun méc/giun md (can nguyén) gay racac bénh vé da (&u trung

di chuyé&n dudi da)

LIEU LUGNG VA CACH DUNG _

Khéng y&u cAu phiong thic dac biét nao nhu nhin doi hoac diing thudc
X0.

Néu bénh nhan khéng khoi sau 3 tudn, dotdiéu tri th(r hai duge ehi dinh.
Vi mét s6 d6i tugng, dac biét 1 tré nhd, c6 thé gap kho khan khi nuét
nguyén vién thudc, khuyén khich nhai vién thudc v6i mét it nudc hogc
cling co thé nghién nhé vién thuée.

- : Liéuthéng | Thdigian
Chi dinh Tubi thifig didu tri
Nhiém giun kim (Enterabiasis) Nguéi lon L
B&nh giun moc/giun md va tré em 400'mg | Liéu duy nhét
(ancylostomiasis va trén 2 tuoi
necatoriasis)
Nhiém giun daa (Ascariasis Tre em {0 &
IS IS (et ) 3 dbn 2 b 200mg | Ligu duy nhét
Nhiém giun toc (Trichuriasis)
Nghi ngé hodic da xac dinh: Nguoi lon 1 1&n méi ngay
Nhiém giun lvon va tré em 400 mg trong 3 ngay
(Strongyloidiasis) trén 2 tudi lién tiep
Ngudi Ién 1 lan/ngay
Au tring di chuyén dudi da va tré em 400 mg trong tir
trén 2 tudi 1 @én 3 ngay

o Ngudicao tudi

Kinh nghiém sif dung thudc & bénh nhan tif 65 tudi trd 1&n con han ché.
Céc bao cao cho thdy khéng can diéu chinh liéu, tuy nhién, albendazole
nén dugc st dung than trong trén cdc bénh nhan cao tudi cé bang
chiing clia réi loan chiic nang gan. (xem Suy gan va Dugc dong hoc).

+ Suythan

Do sy thai tri qua than cla albendazole va chét chuyén héa ban dau
ciia né, albendazole sulfoxide, la khéng déng ké nén hau nhu khong co
su thay d8i vé dd thanh thai cia cac chét nay & nhiing bénh nhan suy
than. Khéng cn diu chinh liéu, tuy nhién, nhitng bénh nhan co bing
chiing suy than nén dugc giam sat chatchg.

e« Suygan

Do albendazole dugc chuyén héa nhanh béi gan thanh chét chuyén
héa c6 hoat tinh dugc ly chinh |4 albendazole sulfoxide, nén suy gan
dugc dy doan la c6 anh hudng déng ké dén dugdc dong hoc cla
albendazole sulfoxide. Bénh nhén c6 k&t gua xé! nghiém chuc nang
gan (cac transaminase) bét thuong trude khi digu tri véi albendazole
nén dudc gidm satchatche.

CHONG CHIiBINH

Khong dung Albendazole trong thai ky ho#c cho phu nir dugc cho 1a c6
thai.

Chéng chi dinh diing Albendazole cho bénh nhan co tién sif qué man
vdi albendazole hoac cac thanh phan khac ctia thude.

CANH BAO VA THAN TRONG

D& tranh sl dung thudc trong lac méi co thai, phy nit trong do tudi sinh
san nén bét ddu diing ZENTEL trong tudn dau tién cta chu ky kinh
nguyét hodc ngay sau khixét nghiém thai am tinh.

Céc trigu chiing thadn kinh:

Pidu tri v6i ZENTEL c6 thé phat hién nhiém &u tring san dai hé than
kinh da tén tai tif trude, dac biét & nhitng ving co ty & cao nhiém san
day (taeniasis). Bénh nhan c6 thé co mot s6 triéu ching thén kinh nhu
co giat, tang ap luc ndi so va céc déu hiéu cuc bo la hau qua cla phan
(tng viém gay ra khi cac ky sinh tring chét trong ndo. Cac triéu ching
nay ¢6 thé xust hién som sau khi diéu tri, liéu phap steroid va chéng co
giat thich hop nén dugc st dung ngay lap tuc.

T4 duodc véi anh hudng da biét

Nhiing bénh nhan bi cac bénh di truyén hiém gap nhu khong dung nap
vGi galactose, thiéu hut men lactase toan phdn hodc kém hép thu
glucose/ galactose khéng.nén udng thudc nay.

TUONG TAC THUGC

Cac théng tin tuong tac thudc lién quan lam sang khong du kién &p
dung cho liéu dung thép va thai gian diéu tri ngén han céc nhiém ky
sinh triing duding rudt va &u tring di chuyén dudi da.

TUONG KY
Khéng lien quan,.

THAIKY VA CHOCON BU

Kha néng sinh san

Khéng co bdo cao

Thai ky mang thai

Khéng ding Albendazole trong thai ky hoac cho phu nit dugc cho la co
thai (xem Chdng chidjnh)

Chocon bu

Khong c6 sén dif liéu ddy di trén ngudi va dong vét vé viéc st dung
thudc trong thdi ky cho con ba.

ANH HUGNG LEN KHA NANG LAIXE VA VAN HANH MAY MOC
Khong c6 nghién ctiu nao dude thuc hién vé anh hudng cla
albendazole 1&n kha n&ng lai xe hoAc van hanh may moéc. Tuy nhién khi
I4i xe hodc van hanh may mdc, cdn chi ¥ réng chong mat da dugc bao
céo sau khi sl dung albendazole (xem Tdc dung khéng mong muén).
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TAC DUNG KHONG MONG MUGN

D@ léu tW cdc nghidn ciu Iam séng I0n duge sif dyng dé xac dinh tén

sulit cac phan dng khdng mong mudn it phé bidn dén hiém. Céc tén

sufit duge qui dinh cho tét cé céc loal phdn Ung khéng mong mudn khac

(nhu nhilng phdn (ng khdng mong mudn xéy ra & < 1/1000) chi yéu

duge xac dinh dya trén cdc di lidu hdu mai va tham khio ty é béo cédo

han & tén sufit thyc.

Quy ude dudi ddy a8 duge sif dung trong v‘c phén logi tn sult:

Ré&t pht bién =110

Pné bién =1/10086n <110 %

Khéng phé bién 21/1000 6én <1/100

Hiém =1/10.,000 dén <1/1000

RAt hiém <1/10.000.

Rél logn hé mién dich:

Higm: phdn Ung qua miin bao gém phat ban, ngda va ndi
may day.

Rl logn hé thén kinh

Khdng phé blén: BDau déu va chéng mat

Rl logn hé tiéu hoa

Khongph8 bién: Céc triéu ching dudng téu héa trén (nhu dau
thugng vi holic dau bung. budn ndn, ndn) va tidu
chiy.

Réi logn gan mgt

Hiém: Tang men gan

Rdi logn da va mé dudi da

RAt hiém: Héng ban da dang. hoi chung Stevens-Johnson

Théng uommmde téc dyng khong
mong mudn gép phal khidung thude.

QUA LIEU

Trigu chdng va diu hiu

Khéng c6 di lidu

Xdtri

X tri qua Béu nén theo diiu higu lam sang hodic theo hudng din cda
trung tam chiing dd¢ qudc gia ndu co.

CAC DAC TINH DUGC LY

Duge lyc hoc

Mi ATC

P02CA03

Coché téc dyng

Albendazole la mit benzimidazole carbamate c6 hoat tinh digt giun
chéng lai cdc Ky sinh tring dudng rudt vA tai md. Albendazole c6 hoat
tinvh diét giun, tring va du tring, va téc dung diét giun duge cho la nho
(¢ ché phin dng tring hgp tubulin, Téc ddng nay lam pha v qué trinh
chuyén hoa cda giun, bao gém viéc Iam can kiét nang lugng clia giun,
1am béit ddng va sau do tidu digt chung.

Téc dyng dugc ly:

Albendazole cé téc dyng chiing lal cdc ky sinh triing dudng rubt, bao
gém:
= Giuntron

Ascaris lumbricoides (giun dia)

Trichuris trichiura (giun toc)

Enterobius $ (giun kim)
Ancylostoma duodenale (giun méc)
Necator americanus (giun méc)
Strongyloides stercoralis

Giun méc gay ra du trimg di chuyén dudi da

Duge déng hoc

Hdp thu

8 ngudi, Albendazole dugc hip thurat it (<5%) qua duding udng.

Téc dyng dugc Iy toan than cia albendazole ting lén néu ubng thubc
vabnaannhlluohnmwcmuoumang dd héip thu thudc gén
ndm ldn,

Phan bé

Sau khi uing lilu don 400mg albendazole trong bia &n sang, chat
chuyén hoa cé hoat tinh dugc Iy 1a albendazole sulfoxide, 3 duge béo
céo la dat ndng dd trong huy#t tuang tir 1,6 dén 6 micromol/L.

Chuyén hoa

Nl e alkccdecale choak abfce o aboulc bis bobe s b san

AP nwrni'

sulfoxide finoa chinh, Su 66 ddng gop Mt i
hidu qua W& Ky sinbrong %ﬁ!:nm
Thai trir

Thoi gian ban thii trong huyét luong cla albendazole sultoxide k 8,5
gid. Albendazole sulfoxide va céic chit chuyfn héa cha nd duge bai tiét
qua mit, chi mot phén nho xult hién trong nudc tidu. Sy thai trir tif cc u
nang duge cho 1 xdy ra vai tulin sau khi ding lidu cao va kéo dai,

Céc d6i tugng bénh nhan dic bigt

Ngudi cao -

Mic d chua céd 'uvé&-ﬁoﬂgcﬁlmﬂﬁcdﬁumm
hot clia albendazole , di1 lidu & 26 bénh nhan (d&n 79 wdi) cd

u nang bao san cho thily duoc ddng hoc gidng nhu & nhém ngudi tré
khde manh. S5 lugng bénh nhan ngudi cac wéi duge dibu Iri u nang
bao sén hodic nhidm &u triing sén dai hé thén kinh tuy R, nhung khang
cho thily khac bidt ndio lién guan dén nhém ngudi cao tudi.

Suy thin

Dugc ddng hoc cia albendazole d bénh nhan suy thén chua dugc
nghién clu .
Dugc ddng hoc cla abendazole & bénh nhln suy gan chua duge
nghién clu. y

Céc nghidn cliu ldm sang

Khong cb ol lidu

Théng tin tién lam sang

Albendazole duge chola gay qudi thai va nhidm doc bao thai & chudt va
thd. Khdng cé bling ehung albendazole géy ddt bién hay nhidm ddc

gen trong cée thi n in vitro (bao gbm cd Ames bt hoat va hoat
héa) va in w‘vo."‘l’%n doc tinh dal han duge tifn hanh trén
chudt va chudt nhit dding mic liu hang ngdy cac gdip 30 lén Eéu
khuyén cao & ngudi, khdng ghi nhan dugc c6 sy hinh thanh khai u Bén
quan dén diéu tr.

HAN DUNG
3nam ké t ngay san xuft,

ntu cnuiu

s ELE0 2799, —ET—

m&nmwnmxmaioauiu
Béo quan d nhiét 88 duc: 30°C, trdnh dnh sang mat trdi tryc tidp.
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