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ALBENCA® 400
VIEN NEN BAO PHIM

DPoc ki hwéng dan sir dung trwrée khi ding.
Dé xa tam tay tré em.
Thuéc nay chi ding theo don thubc.

THANH PHAN CONG THUPC THUOC:

M@i vién nén bao phim chira:

Thanh phan dwoc chat: Albendazol (micronized) ..........ccoee.e.... 400mg
Thanh phan ta dworc: Cellulose vi tinh thé, Tinh bt tién gelatin hoa,
Polysorbat, Natri saccharin, Natri croscarmellose, Acid citric anhydrous,
Magnesi stearat, Hydroxypropyl methylcellulose, Macrogol, FD&C yellow 6
lake, Candurin silver fine, Tinh dau cam.

DANG BAO CHE:

Vién nén bao phim.

Vién nén tron, bao phim mau cam, c6 mui thom, canh va thanh vién nguyén

ven.

CHIiDINH:

— Bénh Au triing san lon (Taenia solium) & hé than kinh (trong hodc ngoai nhu
mo than kinh).

- Bénh nang san ché (Echinococcus granulosus) & gan, phdi va mang bung
trirdc khi phAu thuat hoac khikhang thé phau thuat duoc.

- Nhi&m mét hodc nhiéu loai ky sinh triing dwéng rudt nhw giun diia (Ascaris
lumbricoides), giun moéc (Ancylostoma duodenal va Necator americanus),
giun téc ( Trichuris trichiura), giun lwon (Strongyloides stercoralis), giun kim
(Enterobius vermicularis), giun chi (Mansonella perstants, Wuchereria
bancrofti, Loa loa).

- Autriing ditrt & da hodc di tri noi tang do Toxocara canis hoéc T. cati.

Bénh do Giardiagay ra.

- Bénh sanlagan (Clonorchis sinensis).

LIEU DUNG - CACH DUNG:

Liéu dung

Bénh 4u trung sén day lon Cysﬂcercus cellulosae &mé than kinh

- Nguwdilonvatré em> 6 tudi
+ Cannang z60kg: 1vién/lan, 21an/ngay.

+ Cannang<60kg: 15 mg/kg/ngay (khéng qua 800 mg/ngay), chia 2 14n.

- Tre em<6tudi:chua colieuchotréem=<6 tudi.

- Uéng cuing thirc &n, ubng lién tuc trong 8 - 30 ngay.

- C6thé diéu tri nhaclai néu can thiét.

Bénh nang san ché Echinococcus

- Liéuding nhwtrén.

- Uéng cungthirc &n.

- Mét dot didu tri kéo dai 28 ngay, nhac lai sau 14 ngay ngirng thubc. Didu tri 3
dotliéntiép.

Giun dia, giun méc hodc giun téc, giun kim

- Nguilon va tré em > 2 tudiz 1 vién/lan. Liéu duy nhat. Co thé nhic lai sau 3
tuan.

- Tré em <2 tudi: Ham lwgng 400 mg khang thich hop cho tré em < 2 tudi.

Giun lvron (Strongyloides)

- Nguwdi 16n va tré em > 2 tudi: 1 vién/lan, 1 1an/ngay, udng lién tuc trong 3
ngay. C6 thé nhic lai sau 3 tuan.

- Tré em <2 tudi: Ham lwgng 400 mg khéng thich hgp cho tré em < 2 tudi.

Giun Capillaria
Nguwai lon va tré em: 200 mg/lan, 2 1an/ngay trong 10 ngay.

Au tring di tri &da

- Nguwéi Ién: 1 vién/lan, 1 lan/ngay, udng lién tuc trong 3 ngay. Co thé ting
thai gian diéu tri lén tir 5 - 7 ngay, tiy thudc vao mirc dd nghiém trong cia
bénh va dap trng ciia bénh nhan,

- Tréem: 5 mg/kg/ngay, udng lién tuctrong 3 ngay.

Bénh do Giardia

~ Ngudi Ién va tré em > 2 tudi: 1 vién/lan, 1 lan/ngay, ubng lién tuc trong 5
ngay.

Bénh san la gan do Clonorchis sinensis

~ Ngwdilon va tré em: 10 mg/kg/ngay, ubng lién tuc trong 7 ngay.

Bénh giun chi bach huyé'f (Wuchereria bancrofti, Brugia melafi), nhiém

giun chitiém an (bénh phéi nhiét déi ting bach cau wa eosin)

Dung phéi hop albendazol 400 mg véi diethylcarbamazin 6 mg/kg hodc
ivermectin 200 mlcrogamlkg 11&n/nam, diéu tri tiép tuctrong itnhat 5 nam.

Nhiém Toxocara (du tring di tri néi tang)

- Ngudilonvatréem: 1vién/lan, 2 lan/ngay, udng lién tuc trong 5 ngay.

Cachdung:

Dung dwéng ubng.

_ Khéng can phai nhin déi hoc dung thude xé trdc khi ding thude.

- Céthé nhai, nuét hodc nghién va trén vai thiee &n.

- Trudng hop quén udng mét lidu ding: Hay uéng ngay khi nhé ra va ding
lidu tiép theo vao thevi gian thweng 1€, Khéng dung lidu gap déi dé bl vao ligu

daquén.

Mot s6 lwu y déic biét vé xt Iy thudc trvdre va sau khi ste dung thube:

Khéng cé yéu cau dic biét vé xt Iy thude sau khi st dung.

CHONG CHIDINH:

- M&n cam v6i cac hgp chét loai benzimidazol hodc bat ky thanh phan nao
cuia thube (xem muc Thanh phén céng thirc thudc).

- Phynir co thai hoac nghi ngd co thai.

CANHBAO VA THAN TRONG KHIDUNG THUOC:

- Trwee khi diéu tri benh 4u 1rung san lon & mo than kinh, nguei bénh can
phai dwgc kham can than vé mat dé loai trir ton thwong vong mac. Céan hét
strc than trong khi dung bat cir mot thude diét Au trung san lon nao
(albendazol), ngay ca khi da dung corticosteroid cling co thé gay tbn
thwong khong héi phuc khi diéu tri cac nang & mét hoac tay sbng. Do dé,
can phai kham mét dé loai trlr nang & véng mac trwéc khi didu tri bénh du
triing san lon thén kinh.

_ Nguwdi cao tudi: Kinh nghiém st dung thuéc cho benh nhan tir 65 tudi tré
1&n con han ché. Cac bao cao cho thay khéng yéu cu chinh liéu nhirng nén
thén trong khi str dung albendazol cho nguéi cao tudi, dac biét la nhirng
ngudi cao tudi ¢ bang ching bi réiloan chire nang gan. .

- Nguwei suy thin: Do lwong albendazol va chét chuyén hda ban déu clia nd
(albendazol sulfoxide) thai trir qua than khang dang ké& nén hau nhw khang
c6 sy thay dbi v& do thanh thai clia cac chét nay & nhitng bénh nhan suy
than. Khéng c&n phai giam ligu déi véi nhitng bénh nhan cé chirc nang than
suy giam, nhuwng can phai theo déi chét ché trong qué trinh diing thube.

_ Nguwdi suy gan: Do albendazol dugc chuyén héa nhanh bdi gan thanh
chéat chuyén hoa c6 hoat tinh dwoc ly chinh la albendazol sulfoxide, nén suy
gan dugc dw doén I1a co anh hwdng dang ké dén dugc dong hoc cua
albendazol sulfoxide. Nén giam séat chat ché nhirng bénh nhan co két qua
xét nghiém chlrc nang gan (cac men gan) bat thwdng trwde khi dwoe chi
dinh dung albendazol.

Tré em duwdi 6 tudi: Co rét it div liéu v& viéc str dung albendazol dé diéu trj

giun xoan & tré em dwdi 6 tudi. Do do, nén than trong khi sk dung

albendazol dé diéu tri giun xoan & déi twong nay.

_ Phu nirtrong dé tudi sinh san va dang c6 y dinh mang thai:

+ Albendazol cé kha nang gay quai thai. Phu ni trong do tudi sinh san va
dang c6 y dinh mang thai chi nén bét ddu dung thudc trong tudn dau tién
ctia chu ky kinh nguyét hodc sau khi xet nghi¢m thai am tinh. Phai c6 bign
phap ngira thai hiéu qua trong sudt qua trinh diéu tri va trong 1 thang sau
khingirng thudc.

+ Phai loai trlr mang thai 1 thang truéc khi bat dau diéu trj lidu cao va dai
ngay (bang phuong phap tranh thai khdng dung thubc nai tiét trong va sau
khi dung thudc 1 thang).

- Bénh nhan nam khi diéu tri bang albendazol: Bénh nhan nam va ban tinh
nén diing cac bién phap tranh thai hiéu qua khi quan hé tinh duc trong suét
qué trinh diéu trj va trong 3 théng sau khi ngirng thudc dé tranh albendazol
c6 trong tinh trung c6é thé gay doc cho phdi thai hodc thai nhi. Néu ban tinh
cla nam bénh nhan I1a phy ntr c6 thai thi nén dung bao cao su khi quan hé
tinh duc.

Trong diéu tri giun xoén, albendazol chi cé tac dung déi véi thé giun trudng

thanh ky sinh & ruét va thé 4u trung & giai doan dau cGa qua trinh xam nhap

vao cac mo, khéng c6 tac dung déi véi nang au tring giun xon. Do d6, nén
st dung albendazol cang sém cang tét ngay khi phat hién bi nhiém giun
xoan dé giam cactriéu chung vacacbién chung ctia bénh.

- Albendazol c6 thé khong diéu tri dugc nang &u triing san lon trong hé thén
kinh trung uong mac tir treére, dac biét & nhing viing nhiém san cao. Bénh
nhan cé thé co mot s triéu chivng vé than kinh nhuw co giat, tang ap lwc ni
s0 va cac dau hiéu khu tri gay ra do phan (rng viém khi cac ky sinh trung
trong n&o bi chét. Cac tridu chirng nay 6 thé xuét hién sam sau khi didu tri,
khi d6 nén bét dau ngay liéu phép steroid va chdng co giat thich horp.

— Thén trong khi str dung albendazol trong diéu tri nhiém giun sén toan
than (diéu tri ldu dai voiliéu cao):

+ Réi loan chirc ndng gan: Albendazol cé thé 1am tdng men gan t&r nhe
dén trung binh (men gan thuéng sé tré lai binh thuéng khi ngirng ding
thudc). Mat vai tredmng hop bj viém gan néng ciing d& dwoc bao cdo khi
diéu tri nhidm giun san toan than (diéu tri l1au dai véi liéu cao) bang
albendazol. Nén xét nghiém chirc nang gan tréc khi bat dau diéu tri va
mdi hai tudn mot 1an trong qua trinh diéu tri. Nén ngirng thudc néu men
gan tang hon hai lan so v&i mire binh thueng. Néu bét bude phai diéu tri
lai bang albendazol, nén bat dau ding thudc sau khi men gan da tré lai
mrc binh thuéng. Tuy nhién, van cin phai theo ddi chét ché men gan vi
c6 thé bj ting tré lai do phan (rng di trng.

+ Suy tay:

« Cac trrdng hop suy tly dé duoc bao cao trong qua trinh diéu tri nhiém
giun san toan than (dieu tri lau dai voi liéu cao). Nén dem huyet cau
trwrée khi bat dau diéu tri va mdi 2 tuan mét 14n trong méi chu ky diéu tri
28 ngay.

« Bé&nh nhan cé cac bénh Iy vé gan, bao gom nhiém san kim trong gan, d&
bj suy tdy hon, dan dén thleu mau bét san, tc ché tiy xwong, mat bach
cau hat va gidm bach cau. Do do, can phai theo déi cong thirc mau
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thudng xuyen hon & nhiing bénh nhan méc cac bénh Iy v& gan. Nén
ngirng st dung albendazol khi s6 |LPO’I'Ig té baomau glam dang ke.

Céc théng tin lién quan dén thanh phan ta dwoc ctia thuoc

- Thubc c6 chiva ta dwgc mau FD&C yellow 6 lake nén can than trong khi
dung thube cho bénh nhan cé co dia di tng.

S’ DUNG THUOC CHO PHU N €O THAIVA CHO CON BU:

Strdung thuéc cho phy nircé thai:

Méc du chwa dugc nghién clru trén ngudi song albendazol khéng dugc
khuyén cao st dung cho phu ni cé thai do nhirg thir nghiém trén dong vat
cho thdy kha nang gay quai thai clia albendazol. V&i nhirng phu niv dang
trong dé tudi sinh dé, nén duing albendazol trong véng 7 ngay dau clia chu
ky kinh nguyét. Khi diéu tri bing albendazol, can phai diing céc bién phap
tranh thai can thiét trong va sau khi ngirng thudc 1 thang.

Sirdung thuéc cho phu nircho conbii:

- Van con chwa biét thudc tiét vao sira & mirc nao, do dé can hét siic than
trong khi diing albendazol cho phu ni cho con ba. Phu nt cho con ba néu
dading 1 lieu albendazol, nén nglrng cho con bl trong it,nhét 48 gid sau khi
dung thude. Khi bat dau cho con ba lai, nén hit va b hét stva ¢o sén trudc
khi cho ba. Néu phu nir cho con b phai diéu tri lau dai béng albendazol,
khéng nén tiép tuc cho con bu sira me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY

MOC:

- Thubc c6 thé gay chong mat, do d6 bénh nhan can than trong khi l4i xe va
van hanh may moc.

TU'ONG TAC, TWONG KY CUATHUOC:

Tuong tac cha thude: )

- Dexamethason: Néng dé clia chét chuyén hda cé hoattinh clia albendazol,
albendazol sulfoxid, trong huyét twong tang hon khodng 50% khi ding phéi
hop albendazol voi dexamethason.

- Praziquantel: S&r dung albendazol (400 mg) cung véi praziquantel (40
mg/kg) lam tang ndng do trung binh trong huyét twong va dién tich dwoi
dwdng cong cla albendazol sulfoxid khoang 50% so véi dung albendazol
don déc (400 mg).

- Cimetidin: Néng do albendazol sulfoxid trong méat va trong dich nang san
tang I&n khodng 2 1&n & nguwdi bi bénh nang san khi dung phdi hop
albendazol v&i cimetidin (10 mg/kg/ngay) so véi dung albendazol don déc
(20 mg/kg/ngay).

- Theophylin: Dwoc dong hoc clia theophylin khéng thay ddi sau khi uéng 1

lidu albendazol 400 mg.
Ritonavir, pheny10m carbamazepln va phenobarbital cé thé lam gidm néng
dd chét chuyén hoa co hoat tinh clia albendazol, albendazol sulfoxid, trong
huyét tu'nﬁng Chuwa biét ro sw lién quan l1am sang cla tac dong nay, tuy
nhién da thay hiéu quéa diéu tri gidm, d&c biét trong diéu tri nhiém giun san
toan than. Bénh nhan nén duoc theo ddi hiéu qua va co thé phai thay thé
murc liéu diéu tri hoac thay thé liéu phap diéu tri.

Twong ky ctia thudce:

Do khéng co cac nghién ctru vé tinh twong ky ctia thude, khang tron 1an thude

nay véi cac thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

- Tan suat xuat hién céc tac dung khéng mong mudn dwoc xac dinh nhw sau:

+ Rétthwong gap (ADR = 1/10)

+ Thuong gép (1/100<ADR < 1/10)

+ itgép(1f1.000 <ADR <1/100)

+ Hiém 93p (1/10.000 <ADR < 1/1.000)

| Rath\emgap (ADR <1/10. OOD}

+ Churaré tan suét (khong thé wéc lwgng tir div liéu sén co).

- Nhiém ky sinh trang dwéng ruét va mé duwéi da (diéu tri trong thei gian
ngén véiliéu thap):

Hé coquan | Tan suat Tac dung khéng mong muén

Chua rd tan
suat

Hé mién dich Phan (rng qua man bao gém ndi

man nglra, phat ban va néi mé day

Hé than kinh
Hé tiéu hoa

Hiém gap | Nhirc dau, chong mét

Hiém gap | Pau vung thuong vi hoéc dau

bung, budn nén, nén va tiéu chay

Gan mat Chua ré thn | Tang men gan

suat

Da va mo
dwéida

Héng ban da dang, héi chirng
Stevens - Johnson

Chua 8 thn
suat

hiém ky sinh tring toan than (diéu trj ldu dai voi liéu cao):

Hé co quan | Tan suéat Tac dyng khéng mong muén

Giam bach cAu, thiéu mau bat san,

Mau va bach
mét bach cau hat

huyeét

Chua r6 tan
suat

Tac dung khéng mong muén

Phan (rng qué mén bao gom n0|
man nglra, phat ban va ndi mé day

Nhtrc dau

Tén suét
Hiém gap

Hé co quan
Hé mi&n dich

Hé than kinh | Rat thwang
gap

Thudng gap

Chéng mat

R&i loan tiéu héa (dau bung, budn
nén, nén)

Hé tigu hoa | Hiém gap

Gan mat Ré&t thwang | Téng men gan tir nhe dén trung

gap binh

Hiémgap | Viém gan

Thuwéng gap

Da va md Rung téc c6 hdi phuc

dudi da

Chua ré tan | Héng ban da dang, héi chiing
suat Stevens - Johnson
Thuong gép | Sét

Toan than

Théng bao ngay cho bac sy hodc dwoc s nhirng phan (rng c6 hai gap

phai khi str dung thubc.

QUA LIEU VA CACH XU TRi:

- Khi bi qua lidu can diéu tri triéu chirng (riba da day, dung than hoat tinh) va
céc bién phap cap ciru hdistre chung.

DAC TiNHDUQ'C LI'C HOC:

- Nhém dugrely: Thubc tri giun san.

MaATC: PO2CA03 )

- Albendazol la mdt dan chét benzimidazol carbamate cé hoat tinh diét giun
san va ddng vat don bao, chéng lai cac ky sinh trung dwong rudt va mo.

- Albendazol co hoat tinh diét giun, trixng va &u tring nhé (rc ché phan tng
tring hop tubulin. Tac dong nay lam pha v& qua trinh chuyén hoa cha giun,
k& ca lam can kiét nang Irong cda giun, lam bat déng ching va sau do tiéu
diétchang.

- Albendazol cling c6 tac dung trén Giardia intestinalis. Albendazol (rc ché
khong thuén nghich phan ¢ng tring hop tubulin va giardin 1am gian doan
qua trinh téng hop cytoskeleton va microstrip trong té bao Giardia
intestinalis. Hau qua la lam gidm kha nang bam dinh cta Giardia intestinalis
vao thanh rudt, dan dén (rc ché sy tang trwdng va nhan 1&n clia chung.

DAC TiNH DU'Q'C DPONG HOQC:

Hép thu

- Albendazol dugc hap thu rat kém (< 5%) qua dudng tiéu héa, nhwng sw
hép thu sé téng lén dang ké (khodng 5 I1an) khi dung ciing thirc &n c6 chét
béo.

Phéan bé

- Thubc dwoc phan bé réng khap trong cac dich clia co thé, vaoe dich néo tly,
nang san, gan, huyétthanh, nwéc tiéu. Lién két véi protein huyét tirong cao
(70%).

Chuyén hoa

- Albendazol chuyén héa nhanh va manh qua gan dé tao thanh chat chuyén
hoa c6 hoattinh 14 albendazol sulfoxid, mGt chét co nbng do da dé phat hién
trong huyét twong.

- Albendazol cling dugc chuyen héa thanh 6-hydroxy sulfoxid va sulfon,
nhwng ndng dé ciia 2 chét chuyén hoa nay khéng di dé phat hién trong
huyét twong.

- Sau khi uéng mét liéu duy nhat 400 mg albendazol, néng dd dinh clia chat
chuyén hoa co hoat tinh 13 albendazol sulfoxid dat dwoc trong huyét twong
khoang 0,46 - 1,58 microgam/ml sau 2 dén 5 gidy, thai gian ban thaila 8- 12
gio. Twong tw, néu uéng mét lidu 1a 15 mg/kg thi néng dé dinh cua
albendazol sulfoxid trong huyét twong khodng 0,45 - 2,96 microgam/ml sau
4 gi&r, thori gian ban thaila 10 - 15 gior.

Thai trie

~ Khoang 1% dwoc thai trir qua nwéc tiéu dwdi dang albendazol sulfoxid
trong vong 24 gid, cac chét chuyén hoa khac ciing dworc thai triv qua than.
Mét lwgng khang dang k& chat chuyén héa sulfoxid dugc thai trir qua mat

QUY CACHBONG GOI: Hgp 1 vi xé x 1 vién nén bao phim.

DIEU KIEN BAO QUAN: Khéng qua 30°C, tranh 4m va anh sang.

HAN DUNG: 24 thang ké tir ngay s@n xuét.

TIEU CHUAN CHAT LUQ'NG CUA THUOC: Dugc dién Viét Nam.
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IMEXPHARM
Co s& san xudt: CONG TY CO PHAN DUQC PHAM IMEXPHARM
S6 04, Bwdng 30/4, Phueng 1, TP. Cao Lanh, Tinh Déng Thap, Viét Nam
Hotline: 1800.555.535 E-mail: imp@imexpharm.com




