SawiALBEN 400

Dé xa tdm tay clia tré em

Poc ky hudng dan si dung trudc khi dung

Théng bédo ngay cho béc si hodc dugc si nhing tac dung
khéng mong muén gap phai khi st dung thuée

A. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
THANH PHAN, HAM LUGNG CUA THUOC

AIBBNAaR0] wicrsssmmm s sarn gy 400 mg
T& AUGC VUA AU v 1 vién
(Lactose monohydrat, tinh bot bép, povidon K30, natri starch
glycolat, natri lauryl sulfat, natri saccharin, cellulose vi tinh thé
102, magnesi stearat, hydroxypropyl methylcellulose 15 cps,
hydroxypropyl methylcellulose 5 cps, propylen glycol)

MO TA SAN PHAM

Vién nén dai, bao phim mau trdng, hai mat khum, mot mat
khac chii SVP, mot mat cé gach ngang, canh va thanh vién
lanh lan.

QUY CACH BONG GOI: Hop 1 vix 1 vién

THUOC DUNG CHO BENH Gi
Dudc sl dung diéu tri khi nhiém mét hodc nhiéu loai ky sinh
tring dudng rudt (nhu giun daa, giun mdc, giun téc, giun luon,
giun kim), &u trung di tri & da.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG
Cach dung:

Ding dudng udng. Vién cé thé nhai, nuét hoac nghién va tron
V@i thiic &n. Khéng cdn phai nhin déi ho#c tdy.

Liéu lugng:

Giun dda, giun moc hoac giun toc, giun kim:

Ngudi I6n va tré em trén 2 tudi: 400 mg (1 vién) uéng 1 liéu
duy nhét trong 1 ngay. C6 thé nhéc lai sau 3 tuén.

Tré em cho ti 2 tudi: 200 mg (1/2 vién) uéng 1 liéu duy nhat
trong 1 ngay. C6 thé nhéc lai sau 3 tuan.

Giun luon:

Ngudi I6n va tré em trén 2 tudi: 400 mg/lan/ngay, uéng trong
3 ngay, c6 thé nhéc lai sau 3 tuan.

Tré em cho t6i 2 tudi: 200 mg/ldn/ngay, uéng trong 3 ngay, cé
thé nhéc lai sau 3 tuén.

Au triing di trd & da do Toxocara canis hoac T. cati (du trung
giun dda & choé hoac méo):

Ngusi I6n: 400 mg/lan/ngay, udng trong 3 ngay. C6 thé tang
1én 5 - 7 ngay.

Tré em: 5 mg/kg, uéng trong 3 ngay.

KHI NAO KHONG NEN DUNG THUOC NAY

Cé tién sli qua man véi céc hgp chét loai benzimidazol hoéc
b&t ky thanh phan nao cda thudc.

Phu nt mang thai.

TAC DUNG KHONG MONG MUON

Khi diéu tri thdi gian ngén (khdng qua 3 ngay) cé thé thdy vai
trudng hap khé chiu 6 dudng tiéu héa (dau ving thugng vi,
tiéu chay) va nhic ddu. Trong diéu tri bénh nang san cho
hodc bénh &u tring san Ign c¢é tén thuong ndo la nhing
trusng hop phai dung liéu cao va dai ngay, tac dung co hai
thuéng g&p nhiéu hon va nang hon.

Théng thudng céc tac dung khéng mong muén khdéng néng
va hoéi phuc dugc ma khéng can diéu tri.

Céc tac dung khong mong mudén khac:

Toan than: Sét, phan tng di Gng (it gap).

Thén kinh trung uong: Nhic dau, chong mat, tang ap sudt
trong nao.

Gan: Chuc nang gan b&t thudng.

Da day - rudt: Pau bung, buén nén, non.

Da: Rung toc (phuc héi dugc).

Mé&u: Gidm bach cau.

Da: Ban da, may day.

Than: Suy than cép.

Mau: Giam bach cdu hat, giam huyé&t cdu néi chung, mét
bach céu hat, gidm tiéu cau.

NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM GI
KHI BANG SU DUNG THUGC NAY

- Dexamethason

- Praziquantel (40 mg/kg)

- Cimetidin (10 mg/kg/ngay)

- Theophylin

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC
Né&u quén thude, can phai uéng ngay khi nhd ra, cang sém

cang t6t va ti€p tuc lai lich uéng thuéc binh thudng. Néu nhé
ra liéu dung da quén tai thai diém liéu ké tiép thi bd qua liéu
da quén, khong udng 2 liéu lién ti€p trong vong 1 gis.

CAN BAO QUAN THUGC NAY NHU THE NAO
Nai kho, nhiét do khong qua 30°C. Tranh anh séng.

DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU
Khéng co dii ligu vé qua liéu.

CAN PHAI LAM G KHI DUNG THUGC QUA LIEU KHUYEN
CAO

Trong truéng hgp qua liéu, ngusi bénh can théng bao ngay
cho bac si hoac dugc sT.

NHUNG BIEU CAN THAN TRONG KHI DUNG THUGC NAY
Can than trong khi dung albendazoi cho nhiing ngusi ¢é réi
loan chiic nang gan.

Theo ddi chdc nang gan va dém huyét cau 2 Ian trong mai
chu trinh diéu tri, khi diéu trj liéu cao va lau dai trong bénh &u
trung séan lgn hoac bénh nang san ché.

Phai loai tri mang thai 1 thang trudc khi bat dau diéu trj liéu
cao va dai ngay (bang phuong phép tranh thai khéng ding
thuéc noi tiét trong va sau khi dung thuéc 1 thang).

Thudc c6 chia ta dugc lactose monohydrat, bénh nhan méc
cdc r8i loan di truyén hi€m gép vé dung nap galactose, chiing
thi€u hut Lapp lactase hodc réi loan hdp thu glucose-galac-
tose khong nén st dung thudc nay.

Truong hop c6 thai

Albendazol khéng dugc khuyén céo cho phu nli mang thai.
V6i phy nii dang trong dé tudi sinh d&, nén dung albendazol
trong vong 7 ngay dau cla chu ky kinh nguyét. Khi diéu trj
bang albendazol, can phai dung céac bién phap tranh thai can
thiét trong va sau khi nguing thuéc 1 thang.

Truong hop cho con bu

Than trong khi st dung albendazol & phu nii cho con bd.
Tédc déng cua thuéc khi lai xe va van hanh may méc
Thudc c6 thé gay ra choang vang, ngudi bénh can than trong
néu xay ra triéu ching nay, dac biét khi lai xe hoac van hanh
may moc.

KHI NAO CAN THAM VAN BAC SY, DUGC SY

Ngusi bénh c6 tién sl man cam vdi bat ky thuéc nao.

Ngudi bénh sl dung thudc khac khi dang diéu tri véi albenda-
zol.

Co cac bénh ly kem theo (tim mach, gan, than...).

Tré em.

Phu nif mang thai hodc c6 k& hoach mang thai.

Phu ni cho con bu.

Néu can thém théng tin xin hoi y kién béac sy hodc dugc sy.

HAN DUNG CUA THUOC: 36 thang

San xuat tai

TRACH NHIEM TRON VEN

CONG TY CO PHAN DUGC PHAM SAVI
(SaVipharm J.S.C)

L6 Z.01-02-03a Khu Cong Nghiép trong Khu Ché& Xuét
Tan Thuén, Phudng Tan Thuan Béng, Quéan 7,
Thanh phd H6 Chi Minh
DT : (84.28) 37700 144 - 37700 143 - 37700 142

Fax : (84.28) 37700 145

NGAY XEM XET SUA Dél,_,CAP NHAT LAI NOI DUNG
HUGNG DAN SU DUNG THUOC: 22/06/2017

B. HUONG DAN SU DUNG THUGC CHO CAN BO Y TE
DUGQC LUC HQC

Co ché tac dung

Albendazol 1& dan chat benzimidazol carbamat. Co ché tac
dung cla albendazol chua dugc biét day di. Thuc c6 &i luc
manh, d4c hiéu gén vao beta-tubulin (mét loai protein ty do)
trong té bao clia ky sinh tring, qua dé Gc ché sy trung hop
thanh céc vi tiéu quan cla bao tuong l& nhiing bao quan can
thiét cho hoat dong binh thudng cla té bao ky sinh trung,
ddng thdi tc ché su hdp thu glucose cla ky sinh tring & cac
giai doan &u trung va trudng thanh, dan dén can kiét
glycogen, lam ky sinh trung b&t dong va chét. Albendazol
ciing c6 phd tac dung réng trén cac giun dudng rudt nhu giun
dla (Ascaris lumbricoides), giun méc (Ancylostoma duodenal
va Necator americanus), giun téc (Trichuris trichiura), giun luon




(Strongyloides stercoralis), giun kim (Enterobius vermicularis),
giun Capillaria (Capillaria philippinensis) v& giun xo&n
(Trichinella spiralis). Aloendazol cling cé tac dung di vdi thé
4u trung di trd & da (Toxocara canis ho#c T. cati). Albendazol
c6 tac dung diét &u tring cla giun méc Necator americanus
va diét tring giun diia, giun moéc, giun téc.

DUGC PONG HOC

Hép thu

Albendazol hdp thu kém qua dudng tiéu hoa, nhung sy hap
thu sé tang lén dang ké khi dung cling thiic an cé chat béo.
Phan bé

Thuéc phan bd rong khap trong cac dich clia co thé, vao dich
nao tly, nang san, gan, huyét thanh, nudc tidu. Thudc lién két
véi protein huyét tuong cao (70%).

Chuyén hoa

Albendazol chuyén héa nhanh va manh qua gan budc mot dé
tao thanh chat chuyén héa cé hoat tinh la albendazol sulfoxid,
la chat c6 néng d6 di dé phat hién trong huyét tuong.
Albendazol cling dugc chuyén héa thanh 6-hydroxy sulfoxid
va sulfon, nhung ndng dé khéng di dé phéat hién trong huyét
tuong.

Thai trur

Khodng 1% dugc thai tri qua nudc tiéu dudi dang albendazol
sulfoxid trong vong 24 gid, cac chét chuyén héa khac ciing
dugc thai trii qua than. Mot lugng déng ké chét chuyén héa
sulfoxid dugc thai trii qua mat.

CHI BINH PIEU TRI

Nhiém mot hodc nhiéu loai ky sinh tring dudng rudt nhu giun
dlia (Ascaris lumbricoides), giun moc (Ancylostoma duodenal
va Necator americanus), giun toc (Trichuris trichiura), giun luon
(Strongyloides stercoralis), giun kim (Enterobius vermicularis).
Au trung di trd & da (Toxocara canis ho#c T. cati).

LIEU LUGNG VA CACH DUNG

Céch dung

Dung dudng udng. Vién cé thé nhai, nudt hodc nghién va trén
v6i thic an. Khong can phai nhin déi hoac tay.

Liéu lugng

Giun dda, giun méc hoac giun toc, giun kim:

Ngudi I6n va tré em trén 2 tudi: 400 mg udng 1 liéu duy nhat
trong 1 ngay, c6 thé nhac lai sau 3 tuan.

Tré em cho t6i 2 tudi: 200 mg uéng 1 liéu duy nhét trong 1
ngay, c6 thé nhac lai sau 3 tuan.

Giun luon (Strongyloides stercoralis):

Ngudi I6n va tré em trén 2 tudi: 400 mg/ldn/ngay, uéng trong
3 ngay, c6 thé nhéc lai sau 3 tuan.

Tré em cho t6i 2 tudi: 200 mg/lan/ngay, udng trong 3 ngay, cé
thé nhéc lai sau 3 tuén.

Au triung di tri & da do Toxocara canis hoac T. cati (du tring
giun dda & ché hoac meo):

Ngudi I6n: 400 mg/lan/ngay, udng trong 3 ngay. C6 thé tang
1&n 5 - 7 ngay ma khong thém tac dung khong mong muén.
Tré em: 5 mg/kg, udng trong 3 ngay.

CHONG CHI BINH

Cé tién sl qua man vdi cac hgp chat loai benzimidazol hoc
bat ky thanh phan nao cla thudc.

Phu nlt mang thai.

CAC TRUGNG HGP THAN TRONG KHI DUNG THUOC
Albendazol chuyén héa manh & gan nén khi xo gan, t6c do
thanh thai clia thu6c qua gan sé giam, qua do s& lam tang tich
ITy thuéc va tang tac dung khéng mong muén cla albenda-
zol. Vi thé can than trong khi dung albendazol cho nhiing
ngusi cé réi loan chic ning gan.

Can than trong theo déi chiic nang gan va dém huyét cau 2
I&n trong mbi chu trinh diéu tri, khi diéu tri liéu cao va lau dai
trong bénh &u trung san lgn hodc bénh nang san cho
Echinococcus.

Phai loai trif mang thai 1 thang trudc khi bat ddu diéu trj liéu
cao va dai ngay (b&ng phudong phép tranh thai khéng ding
thudc noi tiét trong va sau khi dung thudc 1 thang).

Thudc c6 chira ta dugc lactose monohydrat, bénh nhan méc
cdc réi loan di truyén hi€m gap vé dung nap galactose, chiing
thi€u hut Lapp lactase hoac r8i loan hdp thu glucose-galac-
tose khong nén s dung thudc nay.

Trudng hop co thai

Mé&c du chua cé nghién clu trén ngudi song albendazol
khong dugc khuyén cao cho phu nit mang thai do nhiing kinh
nghiém trén dong vat thdy kha nang gdy qudi thai cla
albendazol.

Phu ni dang trong do tudi sinh dé, nén dung aldendazol trong
vong 7 ngay dau cla chu ky kinh nguyét. Khi diéu trj b&ng

albendazol, c&n phai dung cac bién phap tranh thai can thiét
trong va sau khi ngting thudc 1 thang.

Truong hop cho con bu

Con chua biét thudc tiét vao slia me & mic nao. Do dé cén
hét stc than trong khi st dung albendazol & phy nii eho con
ba.

Tédc ddng cua thubc khi lai xe va vdn hanh may méc
Thubc c6 thé gay ra choang vang, ngudi bénh cn than trong
néu xay ra triéu ching nay, dac biét khi lai xe hodc van hanh
may moc.

TUONG TAC THUOC

Dexamethason: Néng dd clia ch&t cé hoat tinh albendazol
sulfoxid trong huyét tuong tang hon khoadng 50% khi dung
phdi hdp thém dexamethason.

Praziquantel: Praziquantel (40 mg/kg) lam tdng néng dé trung
binh trong huyét tuong va dién tich dudi dusng cong cla
albendazol sulfoxid khoang 50% so véi dung albendazol don
déc (400 mg).

Cimetidin: Néng dé albendazol sulfoxid trong mat va trong
dich nang sén tang 1&n khoang 2 Ian & ngudi bj bénh nang
san khi dung phdi hgp véi cimetidin (10 mg/kg/ngay) so véi
dung albendazol don déc (20 mg/kg/ngay).

Theophylin: Dugc déng hoc clia theophylin khéng thay déi
sau khi uéng 1 liéu albendazol 400 mg.

TAC DUNG KHONG MONG MUGN (ADR)
Khi diéu tri thai gian ngén (khdng qua 3 ngay) cé thé thay vai
trudng hdp khé chju & dudng tiéu héa (dau vung thugng vi,
tiéu chay) va nhic dau. Trong diéu trj bénh nang san ché
Echinococcus hodc bénh &u tring san Ign c¢é tén thudng nao
(neurocysticercosis) 1a nhiing truéng hgp phai dung liéu cao
va dai ngay, tac dung c6 hai thudng gap nhiéu hon va néang
hon.
Thong thudng céc tac dung khdng mong muén khdng néng
va héi phuc duge ma khong cén diéu tri. Chi phai ngling diéu
tri khi gidm bach céu (0,7%) ho#c c6 sy bat thusng vé gan
(3,8% trong bénh nang san).

Thudng gap, ADR = 1/100
Toan than: Sét.
Thén kinh trung uong: Nhic ddu, chéng mét, tdng ap suat
trong nao. .
Gan: Chlic nang gan bat thudng.
Da day - ruét: Pau bung, budn nén, nén.
Da: Rung téc (phuc héi dugc).

It gap, 1/1000 < ADR < 1/100
Toan than: Phan (ng di Ung.
Mé&u: Giam bach cau.
Da: Ban da, may day.
Théan: Suy than cép.

Hiém gap, 1/10.000 < ADR <1/1.000
M&u: Gidm bach cdu hat, giam huyét cdu néi chung, mét
bach cdu hat, gidm tiéu cau.
Huéng dan cach xa tri ADR
Albendazol ¢é thé gay gidm bach cdu (dudi 1%) va phuc héi
lai dugc. Hi€ém gap cac phan tng nang hon, ké ca gidm bach
cau hat, mat bach cau hat, ho&c gidm cac loai huyét cau.
Phai xét nghiém céng thiic mau khi bat dau chu ky diéu tri 28
ngay va 2 tudn mét Ian trong khi diéu tri. Van tiép tuc diéu tri
dugc béng albendazol néu lugng bach cau gidm it va khéng
giam nang thém.
Albendazol c6 thé lam tiang enzym gan tii nhe dén mlc viia
phai & 16% ngudi bénh, nhung lai tré vé binh thudng khi
ngiing diéu tri. Kiém tra chic nang gan (céac transaminase)
phai dugc tién hanh trudc khi bat dau méi chu ky diéu tri va it
nhat 2 tudn mot [an trong khi diéu tri. Néu enzym gan ting
nhiéu, nén ngting dung albendazol. Sau dé lai c6 thé diéu tri
b&ng albendazol khi enzym gan tr& vé mdc trudc diéu tri,
nhung can xét nghiém nhiéu [An trudc khi tai diéu tri.
Ngudi bénh dugc diéu tri bénh &u tring san Ign ¢6 tén thuong
ndo, nén dung thém corticosteroid va thudc chéng co giat.
Uéng hoac tiém tinh mach corticosteroid sé ngan can dugc
nhiing con tang 4p suét ndi so trong tuan dau tién khi diéu trj
bénh &u trung san nay.
Bénh &u tring san Ion cé t8n thuong & nao (neurocysticerco-
sis), ¢6 thé cé &nh hudng d&n véng mach tuy r&t hi€m. Vivay,
trugc khi diéu tri, cAn phai kham mat dé loai trii nang & véng
mac.

QUA LIEU VA CACH XU TRI
Khi bj qua liéu can diéu tri triéu ching (ria da day, dung than
hoat tinh) va céc bién phap cap ctu héi stic chung.
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