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Rx

DAEHWAOQVIS Tab.

Dé xa tam tay tré em
Doc kj huwéng dan sir dung triréc khi ditng
Thuoc nay chi diung theo don thuoc

THANH PHAN CONG THUC THUOC

MBbi vién nén bao phim chira:

Thanh phén hoqt chat: Albendazole ..........................400 mg

Thanh phdn td dwoe: Corn starch, lactose hydrate, povidone, sodium starch glycolate,
crospovidone, croscarmellose sodium, polysorbate 80, stevioside, strawberry flavored cotton,
magnesium stearate, hypromellose 2910, polyethylene glycol 6000, titanium oxide.

DANG BAO CHE
Vién nén bao phim.
Mo ta: Vién nén bao phim hinh tron, mau trang hodc gan nhu trang

CHI PINH
e Bénh 4u trung san lon (Tenia solium) & hé than kinh (trong hoic ngoai nhu md thin
kinh)

e Bénh nang san chd (Echinococcus granulosis) & gan, phoi va mang bung truée khi phiu
thuat hoiic khi khong thé phiu thuat.

e Nhiém mot hodc nhiéu loai ky sinh tring dudng rudt nhue giun diia (Ascaris
lumbricoides), giun moc (Ancylostoma duodenale va Necator americanus), giun toc
(Trichuris trichiura), giun luon (Strongyloides stercoralis), giun kim (Enterobius
vermicularis)

e Autrung di trii & da hodc di tri ndi tang do Toxacara canis hodc T. cati.

o B¢nh san 1a gan (Clonorchis sinensis).

LIEU DUNG VA CACH DUNG
Liéu ding:

e Bénh 4u tring sdn lon Cysticercus cellulosae & mo thém kinh:

Nguoi 16n va tré em trén 6 tudi, cin niing > 60 kg: uéng 1 vién 400 mg moi 14n, 2 1in
mai ngay, udng cling véi thirc in trong 8-30 ngay.

Doi véi nhirng nguoi cin nang dudi 60 kg: 15 mg/kg/ngay (khéng qud 800 mg/ngay),
chia 2 1an, uong cung thirc an, trong 8-30 ngay.

C6 thé nhic l1ai néu can thiét

Chura c6 liéu cho tré em duéi 6 tubi.

e Bénh nang sdn ché Echinococcus (diéu tri xen k& v6i phau thuat):

Li¢u ding nhu trén nhung mot dot diéu tri kéo dai 28 ngay, nhic lai sau 14 ngay nghi
thudc. Ctr thé diéu tri 3 dot lidn tiép.

e Diéu tri nhiém giun diia (Ascaris lumbricoides), giun méc (Ancylostoma duodenale vi
Necator americanus), giun toc (Trichuris trichiura) va giun kim (Enterobius
vermicularis):

Ngudi 16n va tré em (trén 2 tudi): udng 1 vién 400 mg, lidu duy nhat. C6 thé nhic lai
sau 3 tuan.

e Diéu tri nhiém giun luon (Strongyloides stercoralis):

Nguoi 16n va tré em (trén 2 tudi): ubng 1 vién 400 mg mbi ngay trong 3 ngiy lién tiép.
C6 thé nhéc lai sau 3 tuan.
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e Autring di tri & da:
Ngudi 1én: udng 1 vién 400 mg mdi ngay trong 3 ngay. C6 thé ting 1én 5-7 ngay ma
khong thém tic dung khong mong mudn.
e Bénh san 14 gan do Clonorchis sinensis: Ngudi 16n va tré em (trén 2 tudi): 10 mg/kg/
ngiy, udng trong 7 ngay
e Nhiém Toxacara (Au tring di trd ndi tang): Nguoi 1om va tré em (trén 2 tudi): ding lidu
nhu nhau: 1 vién 400 mg mai 14n, 2 1dn mdi ngay trong 5 ngay.
Tré em dudi 2 tudi: DAEHWAQVIS Tab. khéng phit hop diing cho tré em dudi 2 tudi.
Cach dung:
Diing thudc theo dudng ubng. C6 thé nhai, nudt hodic nghién va tron véi thirc in. Khéng cin
phai nhin déi hodc dung thude x6.

CHONG CHI PINH
e Bénh nhin c6 tién sit min cam véi albendazole, cac dan xuit benzimidazole khdc hoic
voi bat ky thanh phan t4 duge nio cua thudc.
e Phu nit co thai hoic nghi ngo ¢6 thai.
e Tréem dudi2 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Thén trong chung

Viéc xdc nhan d4 diét duoc ky sinh tring dudng rudt va mé 1a cin thiét sau khi diéu tri.

Khi di¢u tri nhiém giun sén toan théin (thdi gian diéu tri 1du hon ¢ liéu cao hon)

Tdc dung trén gan

Tang men gan nhe hodc vira da duoc bdo cdo khi dung albendazole. Sy ting men gan lam ting
nguy co giy doc gan va trc ché tity xwong. Trong diéu tri bing albendazole liéu cao va kéo dai
cho bénh nang sin, di c6 nhiig bdo cdo tuy hiém vé nhitng bat thudng vé gan nghiém trong
lién quan dén vang da va ton thwong mo té bao gan, ¢ thé khong hoi phyc. Ciing di c6 nhiing
ghi nhin vé cic trudmg hop viém gan. Céc bt thuong vé men gan thuong thodi lui khi ngimg
diéu tri.

Theo dai va thire hién cdc xét nghiém chirc ning gan (ndng do transaminase gan) trede mdi chu
ky diéu tri bing albendazole va it nhit 2 tuan mot lin trong khi diéu tri. Néu men gan tang 1én
dang ké (cao hon hai lan gi61 han binh thuong trén hodc so lugng huyét cau giam dang ké vé
mat 14m sang, can cin nhic nglmg thuoc Can nhic céc nii ro va lgi ich khi t1ep tuc diéu tri bing
albendazole. Néu tiép tuc diing thudc, tién hanh xét nghiém thuong xuyén dé theo doi tai phat.
Uc ché tiy xwong:

C6 thé giy tre ché tily xuong, thiéu mau bat sin va mit bach cAu hat & bénh nhén ¢ hoiic khéng
¢6 161 loan chirc ning gan. Giam bach ciu cé thé hoi phuc di xay ra & <1% bénh nhin ding
thubc; giam bach cAu hat, giam toan thé huyét ciu, mat bach cdu hat, hodc giam tiéu cAu duoc
bdo cdo hiém khi Xay ra. Nhu'ng treong hop tir vong hiém gip duge bao cdo do giam bach cau
hat hodic gidm todn thé huyét cau.

Albendazole da duoc chimg minh 1a giy uc ché tiy xuong vi do dé cin dém cong thitc mau vao
dau mbi chu ky 28 ngay va cir 2 tudn mot 14n trong khi dleu trl. Gidm sdt chdt ch& cong thirc
mau dugc khuyen cdo ¢ nhitng bénh nhin bi bénh gan, bao gom cA nhiém san 14 gan, vi nhitng
ngudi nay c6 thé dé bi Gc ché tiy xwong dan dén giam toan thé huyét cAu, thiéu mau bat san,
mat bach cau hat, va giam bach ciu. Can ngung diéu tri bﬁmg albendazole néu sb lugng té bao
méu gidm dang ké vé mit 14m sang.

Cdc thn trong lién quan dén diéu tri bénh du triing sdn lpn ¢ hé than kinh:

Diing albendazole dé diéu tri cic ton thuong do Au tring san lon c6 thé gy ton thuong vong
mac khong hoi phuc ngay ca khi da sir dung cac corticosteroid. Trudc khi diéu tri bénh 4u tring
san lon & md thin kinh, cin k1em tra bénh nhan c6 bi ton thuong vong mac do 4 Au tring san lon
hay khong. O nhitng ngudi cé ton thwong vong mac nay, nén cén nhic sy can thiét phai diéu tri
va nguy co tén thuong vong mac khéng hdi phyc.
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Céc triéu ching lién quan dén phan img viém sau khi k¥ sinh triing bi tiéu diét trong ndo ¢6 thé
xay ra & nhitng bénh nhin dugc diéu tri bing albendazole dé diéu tri bénh Au trung san lon & hé
than kinh (nh co giat, ting ap luc ndi so, tran dich ndo). Nhirng bénh nhan nay nén dugc diéu
tri bing corticosteroid thich hop va thuéc chéng co giat. Corticosteroid duomg udng hoic tinh
mach dugc khuyén cdo sir dung trong tudn diu diéu tri dé ngin ngira ting ap luc & ndo. C4c ton
thuong than kinh do Au trung san lgn di c6 tir trude 6 thé dugc phat hién ra ¢ nhitng bénh nhin
diing albendazole diéu tri cho cac bénh khic. Céc tridu chirng c6 thé xdy ra ngay sau khi diéu
tri, nén 4p ding thudc chdng co gidt va steroid thich hgp ngay 14p tic.

Ding thudc cho bénh nhin suy thin hoiic suy gan:

Chura c6 nghién ciru vé viéc dung thudc cho bénh nhan suy than hodc suy gan. Tuy nhién can
than trong khi dung thudc cho bénh nhan co bénh gan do albendazole dugc chuyén héa tai gan
va ¢6 lién quan dén gay doc cho gan do dic tng.

Dung thudc cho tré em

Kinh nghiém dung thubc cho tré em dudi 2 tudi con han ché, do d6 khong khuyén cdo st dung
thuéc cho tré em nhém tubi nay.

Thudc nay chira lactose. Bénh nhén c6 cdc van dé di truyén hiém gip khéng dung nap
galactose, thiéu hut Lapp lactase hodic kém hip thu glucose-galactose khong nén ding thudc
nay.

DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir co thai:

Mic di chua diroc nghién cim trén ngudi song albendazole khong dugc khuyén cdo cho phy nit
mang thai do nhitng thir nghiém trén dong vat cho thiy kha niing gay quai thai cia albendazole
V6i nhitng phy nit dang trong do tudi sinh dé, nén dung albendazole trong 7 ngay dau cua chu
ky kinh nguyét. Khi diéu tri bing albendazole, cAn phai ding cAc bién phap tranh thai cin thiét
trong va sau khi ngirng thudc 1 thang.

Phu nit cho con bu:

Chua biét thudc dwogc tiét vao sita me ¢ mirc do nao. Do dé can hét stic than trong khi dung
albendazole cho phu nit cho con bi.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thubc c6 thé giy dau dAu, chéng mit, ting 4p lyc ndi so nén cé thé anh huéng dén kha ning 14i
Xxe va van hanh mdy méc. Bénh nhan dang diéu tri bﬁng albendazole cin thin trong khi 1di xe
hodc van hanh may mée

TUONG TAC, TUONG KY CUA THUOC

Twong tic thudc:

Dexamethason: Nong do ciia chit chuyén hoa c6 hoat tinh albendazole sulfoxide trong huyét
tuong ting hon khoang 50% khi dung phbi hop véi dexamethason.

Praziquantel: Praziquantel (40 mg/kg) lam ting nong d trung binh trong huyét trong va dién
tich dudi dudong cong cua albendazole sulfoxide khoang 50% so vé1 dung albendazole don doc
(400 mg).

Cimetidin; Néng d6 albendazole sulfoxide trong mét va trong dich nang san ting 1én khoang 2
1An & ngudi bi bénh nang sdn khi dung phdi hop véi cimetidin (10 mg/kg/ngiy) so véi dung
albendazole don doc (20 mg/kg/ngay).

Theophylin: Dugc dong hoc cua theophylin (truyén trong 20 phut theophylin 5.8 mg/mg) khong
thay dbi sau khi uéng 1 liéu albendazole (400 mg).

Tinh twong ky:

Khoéng ap dung

TAC DUNG KHONG MONG MUON CUA THUOC o
Tdc dung khong mong muon thudng nhe va hoi phuc dugc ma khong can diéu tri.
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Da: Rung téc ¢6 hdi phuc (téc méng va rung téc), nglra va / hodc phit ban da, ban d6 da dang
va héi chimg Stevens-Johnson

H¢ tiéu héa: Pau bung, tiéu chay, budn nén, nén.

He¢ huyét hoc: Giam hé)ng cau, giam bach cau, giam toan thé huyét cau, thiéu mdu bat san va
mat bach cdu hat

Gan: Tang men gan thodng qua, viém gan, suy gan cip, vang da, ton thirong té bao gan

Hé mién dich: Phan trng qud mén bao gdm phat ban, ngira vi ndi mé day

Hé than kinh: Chéng mat, dau diu, céc triéu chirng li€n quan dén diéu tri bénh 4u trung san lon
(nhu: co giat, tng 4p luc noi sg, tran dich ndo).

Meiit: Albendazole c6 thé gdy ton thuong vong mac ¢ bénh nhén di ¢6 ton thuong vong mac tir
trude do Au tring san lon gay nén.

Thén: Protein niéu

Céc tac dung khong mong mudn khac: Pau xuong va sot

QUA LIEU VA CACH XU TRI

Truong hop dung qua liéu (16 g/12gid) gay ticu chay, non, tim dap nhanh, suy ho hap. Tlen
hanh c4c bién phap diéu tri triéu chitg nhu: nra da day, uéng than hoat va cac bién phdp cdp
ctru hoi sitc néi chung.

PAC TINH DUQC LUC HQOC

Albendazole 1a mot din chit benzimidazole carbamate, vé ciu tric co lién quan véi
thiabendazole va mebendazole. Thubc duwoc dung dé diéu tri bénh Au trung san lon do
Cysticercus cellulosae & nhu mo than kinh va bénh nang san do Au tring san ché Echinococcus
granulosis giy ra.

Albendazole ciing ph6 tic dyng rong trén cic giun duong ruét nhu giun diia (Ascaris
lumbricoides), giun moc (Ancylostoma duodenale va Necator americanus), giun toc (Trichuris
trichiura), giun luon (Strongyloides stercoralis), giun kim (Enterobius vermicularis), giun
Capillaria (Capillaria philippinensis va giun xodn (Trichinella spiralis). Albendazole ciing co
tac dung doi véi thé Au trung di tra & da.

Albendazole cling co tac dung diéu tri bénh san 14 gan (Clonorchis sinensis).

Co ché tac dung cua albendazole chua dwoc biét diy du. Thudc co i lyc manh, dic hidu gin
vio beta-tubulin (mot loai protein tir do) trong té bao cua ky sinh tring, qua dé trc ché su trung
hop thanh cac vi tiéu quan cta bao twong 1a nhimg bao quan can thiét cho hoat dong binh
thuong cua té bao ky sinh tring, dong thdi frc ché s hip thu ghucose cia ky sinh tringd cac giai
doan 4u trunh va truong thanh. dan dén can kiét glycogen lam ky sinh tring bat dong va chét.
Albendazole ¢o tac dung diét 4u tring cua giun moc Necator americanus va diét trimg giun diia,
giun moc, giun toc.

PAC TINH DUGC PONG HOC

Hap thu:

O ngudi chua c6 nghién ctru day da vé s hip thu albendazole. Tuy nhién albendazole dwoc biét
12 hap thu rat kém qua dudng tiéu héa (< 5%), phan 16n lidu ding theo dudng udng on (ai &
dudng tiéu héa. Sy kém hip thu cua albendazole dwoc cho 1a do albendazole it tan trong nudc.
Sw hip thu s& ting 1én ddng ké (dén 5 1an) khi ding thudc cung thirc in co chat béo. Hau hét tic
dung chbng giun sdn xay ra & rudt. Bé 6 tic dung xay ra & mo, phai ding lidu cao vi lau dai.
Phin bo:

Thubc duge phan bd rong khip trong cac dich ciia co thé, vao dich ndo tiy, nang san, gan, huyét
thanh, nudc tiéu. Chét chuyén hoéa albendazole sulfoxide lién két v6i protein huyét tuong cao
(70%). Khi ding 14u dai trong diéu tri bénh nang sin, ndng dd albendazole sulfoxide trong dich
nang sdn c6 thé dat mirc khoang 20% ndng do trong huyét twong. Albendazole sulfoxide qua
duoc hang rao méu nio va ndng dé trong dich ndo - tiy bing khoang 1/3 ndng d6 trong huyét
tuong.

Chuyén hoa:
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Albendazole dugc chuyén héa nhanh va manh qua gan dé thianh chit chuyén héa cé hoat tinh 13
albendazole sulfoxide, 12 chit c6 ndng d6 di dé phat hién trong huyét tuong. Albendazole ciing
dugc chuyén héa thanh 6-hydroxy sulfoxide va sulfon, nhung néng do khong du dé phat hién
trong huyét twong. Sau khi udng 1 liéu duy nhat 400 mg albendazole, nong do dinh ciia chat
chuyén héa c6 hoat tinh albendazole sulfoxide dat dugc trong huyet tuong khoang 0.46-1,58
mcg/ml sau 2 dén 5 gio, nira doi thai trir 13 8-12 gi0. Tuong tu néu uong 1 lidu 14 15 mg/kg thi
ndng do dinh cua albendazole sulfoxide trong huyét trong khoang 0,45-2,96 mcg/ml sau 4 gid,
nira doi thai trir 1a 10 -15 gio.

Thai tru:

Khoang 1% duoc thai trir qua nudc tiéu dudi dang albendazole sulfoxide trong vong 24 gio, cic
chat chuyén hoa khac ciing duoc thai trir qua thin. Mot lwong khong dang ké chat chuyén hoa
sulfoxide dugc thai trir qua mat.

QUY CACH PONG GOI
Hop chira 1 vi x 1 vién nén bao phim.

PIEU KIEN BAO QUAN
Bao quan trong bao bi kin, & noi thoang mat, nhiét dd dudi 30°C. Tranh dnh séng.

HAN DUNG ,
3 nam k¢ tir ngay san xuat.

TIEU CHUAN CHAT LUQNG
USP

Tén, dia chi co sé sdn xudt:
DAE HWA PHARMACEUTICAL CO., LTD )
495, Hanu-ro, Hoengseong-cup, Hoengseong-gun, Gangwon-do, Han Quoc



