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- Active ingredient: Albendazola ... 400mg
- Excipients: Sodium bicarbonate, Micro-
crystalline celiulose pH101...q.5. 1 tablet
INDICATIONS - DOSAGE -
CONTRAINDICATIONS: Sea insert.
STORAGE: Store in a tight container, at |
dry place, protected from light,
temparature balow 30°C
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THANH PHAN : M3 vién chira
Hoat chat : Albendazol..... .......cocurmivnneennad
T4 duge: Natri bicarbonat, Cellulose vi tinh thé pRREENar st
Povidon K30, Aspartam, Silicon dioxid, Tinh ddu cam, Poloxamer 407, Natri
laury! sulfat, Magnesi stearat, Ddu castor, HPMC 2910, Titan dioxid, Talc,
Sép camauba
DANG BAO CHE : Vién bao phim
NG GOI : Hop 1 vix 1 vién - Hop 1 chai x 100 vién.
CHI DINH
- Nhiém mét loai hoic nhiu logi ky sinh tring dutmg rut nhu giun dia,
giun kim, giun méc, giun md, giun téc, giun luon.
- Albendazol ciing c6 hi¢u qua trén du tring di tra & da.
LIEU LUQNG VA CACH SU DUNG
= Giun dita, giun kim, giun mdc_ hodc giun téc.
- Ngudi 16m va tré em > 2 tudi: 400 mg / ngdy.
- Tré em <2 wbi: 200/ 1 ngdy. A\
* Ubng 1 liéu duy nhit trong 1 ngay. C6 thé
= Au trimg di irii & da: ) B
- Ngubi lon: Ubng 400 mg, ngdy udng 1 ldn, udng 3 ngdy.
- Tré em: Ubng 5 mg/kg/ngdy, uong 3 ngdy.
= Strongyloides (giun leon) ;
- Nguoi Iém, tré em > 2 wdi: Udng 400 mg/ngay/lén trong 3 ngay
- Tré em < 2 tubi: Uéng 200 mg/ngay/lin trong 3 ngdy lién tiép.
* Diéu trj 6 thé 1ap lai sau 3 tudn.
CHONG CHI DINH -
C6 tién sir qu miin cam véi cic hgp chét logi benzimidazol hofic c4c thanh
phén nao da cia thude.
- Ngudi bénh c6 tién sirnhiém ddc tiy xuong.
- Ngudi mang thai.
THAN TRONG _ R i :
Ngudi bénh c6 chic ning gan bét thutmg trude khi bét dau diéu trj bing
albendazol cén phai can nhic cin thin vi thudc bi chuyén hoa & gan va da
thdy mot sb it ngudi bénh bi nhiém ddc gan. Cling can thén trong vai cic
ngudi bj bénh vé méu. X
SU DUNG O PHY NU" CO THAI VA CHO CON BU :
- Khéng nén diing albendazol cho ngudi mang thai trir nhimg trutmg hop bit
bugc phai ding ma khéng cé cich nio khéc. Ngudi bénh khang dugc mang
thai trong thi gian it nhiit mot thang sau khi ding albendazol. Néu ngudi
bénh dang ding thudc ma 1o mang thai thi phai ngimg thudc ngay va phai
hiéu rd 14 thudc 6 thé gy nguy hai rét ngng cho thai. 1
- Con chura biét thudc tiét vio sita & mic ndo. Do d6 cin phai hét stc thin
trong khi ding albendazol cho phy nit cho con bi.
TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
- Cic tic dung phu nhu: chéng mat, nhirc diu c6 thé xay ra. Néu xdy ra,
bgnh nhin khong nén I4i xe hogc van hanh may méc.
TAC DUNG PHU .
- Khi diéu trj thti gian ngiin (< 3 ngay) c6 thé thy vai trudmg hop bi kho
chju & dutmg tiéu héa (dau ving thugmg vi, tiéu chdy) va nhirc dau.
Théng thuémg céc tic dung khéng mong muon khong ning va héi phuc
dugc ma khong can diéu tri, Chi phdi ngimg diéu trj khi bj giam bach ciu
hoZic cd sy bt thuomg vé gan -
Céc téc dyng phy thuomg gip: S&t, nhirc ddu, chéng mit, biéu hién & nio,
ting 4p suft trong ndo, chirc ning gan bat thuimg, dau byung, budn non,
ndn, rung toc (phuc hoi duge). :
Céc téc dung phuy it gip: Phin img dj img, giam bach cdu, ban da, miy
day, suy thin cip.
Céc tac dung phu hiém glip: giam bach ciu hat, gidm huyét cdu néi chung,
mét bach ciu hat, gidm tiéu rgu.
Thong béo cho béc sl tic dyng phy gip phai khi diing thudc.
TUONG TAC THUOC
- Dexamethason: Néng o &n dinh lac thdp nhdt trong huyét tuong clia
albendazol sulfoxid cao hon khoang 50% khi ding phéi hop thém 8 mg
dexamethason vdi mdi lidu albendazol (15 mg/kg/ngay).

N grer

diéu tri lai sau 3 tudn.
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- Praziquantel: Praziquantel (40 mg/kg) 1am ting ndng do trung binh trong
huyét tuong va dién tich du¢i dutmg cong cla albendazol sulfoxid khodng
50% so v¢i dung albendazol don dbc (400 mg).

Cimetidin: Néng 9 albendazol sulfoxid trong mét va trong dich nang sén
ting 1en khodng 2 14n & ngudi bj bénh nang sén khi ding phéi hap vei
cimetidin (10 mg/kg/ngdy) so vai diung albendazol dom djc (20
mg/kg/ngdy).

Theophylin: Dugc dong hoc cia theophylin (truyén trong 20 phut
theophylin 5,8 mg/mg) khong thay doi sau khi ubng 1 lin albendazol (400

mg).
DUGC LYCHQC
- Albendazol 12 mdt din chét benzimidazol carbamat, vé cu triic c6 lién
quan v6i mebendazol. Thudc cé phd hoat tinh rong trén céc giun dudng
rugt nhu giun méc (Ancylostoma duodenale), giun mo (Necator
americanus), giun dia (dscaris lumbricoides), giun kim (Enterobius
vermicularis), giun luon (Strongyloides stercoralis), giun toc (Trichuris
trichiura), giun Capillaria (Capillaria philippinensis), giun xodn
(Trichinella spiralis) va thé fu tring di tr & co va da.
Albendazol c6 hoat tinh trén ca giai doan trudng thanh va giai doan fu
tring cia céc giun dubng rut va diét duge trimg cua giun diia va giun
téc. Dang chuyén hoéa chi yéu cia albendazol I albendazol sulfoxid vén
con tac dung va giil vi tri quan trong vé téc dung duoc ly cda thude.
Co ché tac dung cia albendazol ciing tuong tw nhu cdc benzimidazol
khac. Thudc lién két v6i céc tiéu quan cua ky sinh tring, qua dé dc ché sy
trung hop hoa céc tidu qudn thanh céc vi tiéu quén cda blo tuong |4 nhimg
bao quan cdn thidt cho hoat d¢ng binh thutmg cia té bao ky sinh tring.
DUQC PONG HQC : :
- O ngudi, sau khi ubng, albendazol dugc hép thu rit kém (5%). Hiu hét tic
dung chong giun sin xy ra & rugt. Be co tic dung xdy ra & md, phéi ding
liu cao va ldu dai, .
Do chuyén héa bude mot rit manh, nén khong thdy albendazol hojc chi
thiy & dang vét trong huyét tuong, Sau khi udng mot lieu duy nhét 400
mg albendazol, nong d¢ dinh cla chét chuyén hoa sulfoxid dat dugc trong
huyét tuong khodng 0,04 - 0,55 microgam/ml sau 1 dén 4 gid. Khi ding
thubc v6i thirc &n nhidu chét md, ndng dg trong huyét tuong tang lén 2 - 4
ldn. C6 sy khac nhau lén gilta cc cd thé vé nong df albendazol sulfoxid
trong huyét tuong. D6 c6 thé 1a do sy hép thu that thudmg va do sy khdc
nhau vé toc d chuyén hoa thudc.
Albendazol sulfoxid lién két véi protein trong huyét tuong téi 70%. Khi
diing 18u dai trong diu tri bénh nang s4n, nong d9 albendazol sulfoxid
trong dich nang sén c6 thé dat mic khoang 20% nong d6 trong huyét
tuong. Albendazol sulfoxid qua duge hing rdo méu ndo va nong d§ trong
dich ndo - tiy bing khoing 1/3 ndng 0 trong huyét tuong.
Albendazol bj oxy héa nhanh va hoan todn, thanh chat chuyén héa vin
con cé tic dung I albendazol sulfoxid, sau d6 lai bj chuyén héa tiép thanh
hop chit khong cén téc dung 13 albendazol sulfon.
Albendazol c6 nira dbi thai trir khéi huyét tuong khodng 9 gid, Chit
chuyén hoa sulfoxid dugc thai trir qua thin cung véi chit chuyén hoéa
sulfon va céc chit chuyén héa khac. MOt lugng khong déng ké chit
chuyén héa sulfoxid dugc thi trir qua mét.
QUA LIEU ]

Khi bj qué lidu cin diéu trj trigu chimg (rira da ddy, dung than hoat) v cic

bién phép cip ctru hdi stc chung.
KHUYEN CAO:
Pt triinh xa thm tay tré em
- Dgc 3 huéng dfin sir dung trudc khi ding.
- _ Neu clin thém thdng tin, xin héi ¥ kién bic st
BAO QUAN:
Béo quin trong bao bl kin, trinh 4nh sing, & noi khd nhiét d duéi 30°C
HAN DUNG : 60 théng k& tir ngdy sén xut.
TIEU CHUAN : USP 30
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Anthelmintic agent
ALZENTAL Film coated tablet

Albendazole 400mg
- ________________________________________ ]

COMPOSITION: Each tablet contains
Active-ingredient: Albendazole...........ciuevoeirmmmiminiecinaimmasas 400mg
Excipients; Sodium bicarbonate, Microcrystalline cellulose pH 101, Sodium
starch glycolate, Povidone K30, Aspartame, Silicone dioxide, Orange oil,
Poloxamer 407, Sodium lauryl sulfate, Magnesium stearate, Castor oil,
HPMC 2910, Titanium dioxide, Talc, Carnauba wax
DOSAGE FORM: Film coated tablet
HOW SUPPLIED : 1Blister x 1Tablet, 1Bottle x 100 Tablets.
INDICATIONS
- Single or mixed infections caused by intestinal para-sites, such as Ascaris
lumbricoides, Enterobius vermicularis, Ancylostoma duodenale, Necator
americanus, Trichuris trichura, Strongyloides stercoralis.
- Albendazole may be effective against cutaneous larva migrans.
DOSAGE- ADMINISTRATION
» Ascariasis, enterobiasis, ancylostomiasis or trichuriasis:
- Adults and children over 2 years: 400mg / day.
- Children up to 2 years: 200mg / day
* A single dose /day, a further dose may be required after 3 weeks.
= Cutabeous larva migrans:
- Adults: 400mg once daily, for 3 days
- Children: Smg/kg, for 3 days.
= Strongyloidiasis
- Adults: 400mg once daily for 3 days.
- Children up to 2 years: 200mg once daily for 3 days
*Doses may be repeated after 3 weeks.
CONTRAINDICATIONS
- Patients with history of hypersensitivity to compounds of benzimidazole
class or any components of the drug.
- Patients with a history of bone marrow toxicity
- Pregnant women
PRECAUTIONS
Patients with abnormal liver function prior to commencing albendazole
therapy, should be carefully evaluated, since the drug is metabolized by the
liver and has been associated with hepatotoxicity in a few patients. Patients
with hematological diseases
USING IN PREGNANCY AND NURSING MOTHERS
- Albendazole should not be used to pregnant women except in clinical
circumstances where no alternative management is appropriate. patients
should not become pregnant for at least 1 month following cessation of
albendazole therapy. If pregnancy occurs while taking this drug, the
patients should be apprised of the potential hazard to the fetus and
albendazole should be discontinued immediately.
The excretion of albendazole into breast milk is unknown, therefore,
caution should be exercised when albendazole is administered to a nursing
woman
EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
Adverse drug reactions such as dizziness and headache may occur. If
affected, patients should not drive or operate machines.
ADVERSE REACTIONS
- In short-term treatments (< 3 days), a few cases of gastrointestinal
discomfort (epigastric pain and diarrhoea) and headache are reported.
- Usually adverse and side effects are mild and resolved without treatment.
Treatment discontinuations arc predominantly due to leukopenia or hepatic
abnormalities.
Common: fever, headache, vertigo, meningeal signs, raised intracranial
pressure, abnormal functions, abdominal pain, nausea, vomiting, alopecia
(reversible)
- Less common: leukopenia, rash, urticaria, alllergic reactions, acute renal
failure
- Rare: granulocytopenia, pancytopenia, agranulocytosis, thrombocytopenia.
Inform doctor with side effects when using medicine
DRUG INTERACTIONS
- Dexamethasone: Steady-state trough concentrations of albendazole
sulphoxide are about 50% higher when 8mg dexamethasone is co-
administered with each dose of albendazole (15mg/kg/daily)
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- Praziquantel; in the fed state, praziquantel (40mg/kg) increases mean
maximum plasma concentration and area under the curve of albendazole
alone (400mg)

- Cimetidine: albendazole sulphoxide concentrations in bile and cystic fluid
are increased (about 2 fold) in hydatid cyst patients treated with cimetidine
(10mg/kg daily) in comparison with albendazole alone (20mg/kg/daily)

- Theophylline: the pharmacokinetics of theophylline (aminophylline 5.8
mg/kg infused over 20 minutes) are unchanged following a single oral
dose of albendazole (400mg)

PHARMACODYNAMIC PROPERTIES

- Albendazole is a benzimidazole carbamate derivative which is structurally

related to mebendazole, It has a wide spectrum of activity against intestinal

nematodes (hookworm, Ascaris lumbricoides, Enterobius vermicularis,

Strongyloides  stercoralis,  Trichuris  frichiura and  Capillaria

philippinensis), systemic nematodes (Trichinella spiralis and cutaneous

larva migrans).

Albendazole is active against both larval and adult stages of intestinal

nematodes and ovicidal against Ascaris lumbricoides and Trichuris

trichiura. Its main metabolite, albendazole sulphoxide, may largely be
responsible for the pharmacological effects of the drug.

The mechanism of action of albendazole is similar to that of other

benzimidazoles. It appears to bind to parasite tubules with subsequent

inhibition of the polymerization of tubules to microtubules which are vital
for the normal functioning of the parasite cells.

PHARMAKINETICS PROPERTIES

- In man, after oral administration, albendazole has a low adsorption (<5%).
most of its anthelmnthic action is thought to be intraintestinal. The
anthelmintic effect in tissues needs high doses and prolonged therapy

- Because of extensive first pass metabolism, albendazole itself is detected
only in trace amounts or not at all in plasma. After oral administration of a
single dose of 400mg of albendazole, peak plasma concentrations between
0.04 and 0.55 microgram/ml of the sulphoxide metabolite were obtained
after 1 to 4 hours. When the drug was given with a fatty meal, 2-4 fold
increase in plasma concentrations was observed. Large intra- and inter-
individual variability in the plasma concentrations of albendazole
sulphoxide has been reported, and is likely to be due to its ematic
absorption and possible differences in metabolic rate.

Albendazole sulphoxide binds to plasma proteins up to 70%. During long-

term treatment against hydatid disease, the concentrations of albendazole

sulphoxide in cyst fluid may reach levels arounds 20% of that in plasma.

Albendazole sulphoxide crosses the blood-brain barrier and attains a CSF

concentration one-third of that in plasma

Albendazole is quickly and completety oxidized to the active metabolite

albendazole sulphoxide, which is further oxidized to the inactive

compound albendazole sulphone

Albendazole sulphoxide is eliminated with a plasma elimination half-life

of around 9 hours. The sulphoxide metabolite is excreted through the

kidneys along with the sulphone of the main metabolite may be eliminated
through the bile.

OVERDOSE AND TREATMENT

In case of overdosage, symptomatic therapy (e.g. gastric lavage and activated

charcoal) and general supportive measures are recommented.

WARNINGS :

- Keep out of reach of children

-  Read carefully the leaflet before use.

- For further information, please contact your doctor,

STORAGE : Store in a tight container, at dry place, protected from light,

temperature below 30°C

EXPIRY DATE : 60 months from the manufacturing date.

SPECIFICATION : USP 30
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