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Azoltel 400

Tén thude
Azoltel 400
Céc ddu hiéu Iwu y va khuyén céo khi dung thuéc : .
DE xa tam tay tré em
Boc ky huéng dén str dung truée khi ding
Thanh phan céng thiec thudc
Thanh phén hoat chét:

Thanh phan té duoc: 5

Lactose monohydrate, maize starch, sodium starch glycolate, sunset yellow FCF lake 11003, sodium lauryl sulfate, povidone K30, microcrystalline
cellulose, aspartame, orange flavor 10888-71, magnesium stearate.

Dang bao ché

Vién nhai.

Vién nén thudn dai, mau cam nhat, thom mai cam, hai mét khum, mot mat kh&c vach, mot mat khac s “400".
Vién ¢6 thé bé doi.

Chi dinh

Bénh &u tring sén lon (Taenia solium) & hé than kinh (trong hoc ngoai nhu mé than kinh).

Bénh nang san ché (Echinococcus granulosus) & gan, phdi va mang bung trirérc khi phau thuét hodc khi khdng thé phau thuat duoc.

Nhi&m mét hoc nhigu IoaJ ky sinh tring duong ru¢t nhu giun dﬂa (Ascaris icoi giun méc ( va Necator

giun téc (Trichuris tric giun lvon giun kim i p

bancrofti, Loa loa).

Au triing di tra & da hodc di tri ndi tang do Toxocara canis hoac T. cati.

Bénh do Giardia gay ra.

Bénh san la gan (Clonorchis sinensis).

Céach dung, ligu dung

Céach dung

Vién c6 thé nhai, nudt ho&c nghigniva tron véi thirc &n. Khong can phai nhin déi hoic tay.

Ligu ding

Bénh &u trung sén lon Cysticercus cellulosae & mé than kinh

Ngudi I6n va tré em trén 6 tudi, can nadng 2 60 kg: 400 mg/lan x 2 lan/ngay udng cuing véi thirc &n trong 8 - 30 ngay.

BG6i véi nguoi can nding < 60 kg: 15 mg/kg/ngdy (khdng quéa 800 mg/ngay), chia 2 [an, uéng cting thirc &n, trong 8 - 30 ngdy. C6 thé nhic lai néu
can thiét.

Chura c6 lidu cho tré duéi 6 tudi.

Bénh nang s4n ché Echinococcus granulosus (diéu trj xen ké véi phiu thuat)

Ligu dang nhu trén, nhung mdt dot digu tri kéo dai 28 ngay, nhic lai sau 14 ngay nghi thudc. Cir thé didu tri 3 dot lién tiép.

Giun dda, giun méc hodc giun téc, giun kim

Nguoi 16m va tré em trén 2 tudi: 400 mg udng 1 lidu duy nhét trong 1 ngay. C6 thé nhéc lai sau 3 tuan.

Tré em cho t6i 2 tudi: 200 mg 1 lidu duy nhét udng trong 1 ngdy. C6 th& nhéc lai sau 3 tuan, = LR

Giun lwon (Strongyloides)

Ngudi I6n va tré.em trén 2 tu6i: 400 mg/lan/ngay, udng trong 3 ngay. C6 thé nhic lai sau 3 tuan.

Tré em cho t6i 2 tudi: 200 mg/lan/ngdy, udng trong 3 ngay. C6 thé nhéc lai sau 3 tuan.

Giun Capillaria

Nguoi 16n va tré em: 200 mg/lan x 2 lan/ngay trong 10 ngay.

Au trang di tri & da

Nguoi I6n: 400 mg/lan/ngay, udng trong 3 ngay. C6 thé ting 18n 5 - 7 ngay ma khong thém tac dung khdng mong mudn.

Tré em: 5 mg/kg/ngay, udng trong 3 ngay.

Bénh do Giardia

400 mg/lan/ngay, udng trong 5 ngay.

Bénh sén I4 gan do Clonorchis sinensis

Tré em va nguai I6n: 10 mg/kg/ngay, udng trong 7 ngay.

Bénh giun chi bach huyét (Wuchereria bancrofti, Brugia melafi), nhiém giun chi tiém &n (bénh phéi nhlﬂdoidngbwh cau u-oosm)
Diethylcarbamazine Ia thuGc duorc lra chon dé diét giun chi ca 4u trang 1an trdng thanh. & c&c viing c6 bénh giun chi liu hanh, hang nam cho 1 ligu
don 400 mg v&i di ine 6 mg/kg hoc i in (200 c6 tac dung ngan chan bénh lay truyén. Diéu tri nhu vay
tiép tuc it nhét trong 5 nam.

Nhiém Toxocara (4u trang di trd ni tang)

Ngurdi 16m hodc tré em: Dung lidu nhu nhau 400 mg/ian x 2 1an/ngay trong 5 ngay.

Chéng chi dinh

C6 tien sir qua man cam véi cac hop chét loai benzimidazole hoéc cac thanh phan nao dé cua thudc.

Phu ni¥ c6 thai.

Canh béo va than trong khi diing thuéc

Truéc khi digu tri bénh &u tring san lon & md than kinh, ngudi bénh can phai dugc kham cén than ve mét dé loai trir tn thirong vong mac. Can hét
strc than trong khi dung bat cir mét thude diét &u trung séan lon nao (albendazole), ngay ca khi da dung corticosteroid ciing c6 thé gay tén thuong khong
hdi phyc khi didu tri cac nang & mét hoae tlly s6ng. Do d6 can phai kham mét dé loai trir nang & vong mac trurgre khi digu trj bénh &u tring san lon than
kinh.

Albendazole chuyén hoa manh & gan nén khi xo gan, tdc dé thanh thai thudc qua gan sé giam, qua dé sé lam ting tich Ity thudc va tang tac dung khdng
mong mudn ctia albendazole. Vi thé, can than trong khi ding albendazole cho nhirng ngudi c6 rGi loan chirc nang gan. Can than trong theo ddi chirc
nang gan va dém huyét cau 2 1an trong mdi chu trinh didu tri, khi diu trj liBu cao va lau dai trong bénh &u trung san lgn hodc bénh nang san ché
Echinococcus.

Phai loai trir mang thai 1 thang treéc khi bt dau didu tri lieu cao va dai ngay (béng phuong phép tranh thai khdng dung thudc ndi tiét trong va sau khi
dung thudc 1 thang).

Sir dung thuéc cho phu ni¥ c6 thai va cho con bu

Phu ni¥ c6 thai

Mac di chura durgre nghién ciru trén ngudi song albendazole khdng duwgc khuyén céo cho phu nir mang thai do nhirng thir nghiém trén dong vat thay
kha néng gay quai thai clia albendazole.

Véi nhirng phuy nir dang trong dé tudi sinh @&, nén dung albendazole trong vong 7 ngay dau ctia chu ky kinh nguyét. Khi diéu tri béng albendazole, can
phai dung cac bién phap tranh thai can thiét trong va sau khi ngirng thudc 1 thang.

Phu ni¥ cho con bu

Con chura biét thudc tiét vao sira & mirc ndo. Do do, can hét strc than trong khi dung albendazole cho phy ni cho con ba.

Anh hwéng cuia thudc 1én kha ndng J4i xe, van hanh méy méc

Chura c6 béng chirng v& anh huéng clia thudc 1én kha nang J4i xe, van hanh may méc. Tuy nhién, Azoltel 400 c6 thé gy ra cac téc dung khéng mong
mudn trén hé than kinh nhw dau dau, chéng mét. Bénh nhan dung Azoltel 400 can than trong khi li xe va van hanh may méc.

400 mg

va giun chi

https://vnras.com/drug/

11

13.

14.

15.

16.

17.

B

172
173

18.

Tuong téc, twong ky cia thudc

Twong téc cua thuéc

Dexamethasone: Ndng d ctia chét c6 hoat tinh albendazole sulfoxide trong huyét trong taing hon khoang 50% khi dung ph6i hop thém dexamethasone.
Praziquantel: Praziquantel (40 mg/kg) lam tang ndng dd trung binh trong huyét twong va dién tich dwéi dudng cong clia albendazole sulfoxide khoang
50% so voi dung albendazole don doc (400 mg).

r Nbng do ide trong mat va trong dich nang san téing Ién khoang 2 1an & ngui bi bénh nang san khi dung ph6| hqp véi
(10 S0 véi dung don dgc (20 mg/kg/ngay).

T‘heophyilne Duoe dong hoc clia lheophyﬂme khéng thay ddi sau khi uéng 1 ligu albendazole400'mg. 2 ¢ ol vy 'w\f‘

Twong ky cua thuée

Do khéng c6 cac nghién ciru vé tinh tuong ky cta thudc, khdng trdn 1an thude nay véi cac thude khac.

Téc dung khéng mong muén cua thusc

Khi diéu tri thoi gian ngan (khdng qua 3 ngay) c6 thé thdy vai trudng hop bi kho chiu & duong tiéu héa (dau viing thu'ong Vi, tiéu chéy) vé dau dau.
Trong diéu tri bénh nang san ché Echinococcus hodc bénh &u trung san lon cé tén thuong ndo (neurocysticercosis) la nhirng trudng hop phai ding
lidu cao va dai ngay, tac dung khéng mong mudn thudng gép nhiéu hon va néng hon.

Thong thudng cac tac dung khdng mong mudn khéng néing va hdi phuc dugc ma khong can diéu tri. Chi phai ngirng diéu tri khi bj giam bach cau (0,7%)
hoéc c6 s bat thudng Ve gan (3,8% trong bénh nang san).

Thuong gép (1/100 < ADR < 1/10)

Toan than: SGt.

Than kinh trung vong: Pau dau, chéng mal tang ap sudt trong nao.

Gan: Chirc néng gan bat thuong.

Da day - rudt: ®au byung, budn nén, nén.

Da: Rung téc (phuc hdi duoc).

It gép (1/1000 < ADR < 1/100)

Toan than: Phan tng di trng.

Méu: Giam bach cau.

Da: Ban da, may day.

Thén: Suy than cép.

Hiém gdp (1/10.000 < ADR < 1/1000)

Mau: Giam bach cau hat, giam toan thé huyét cau, mét bach cau hat, giam tiéu cau.

Huwoéng dén céch xu tri ADR

Albendazole c6 thé gay giam bach cau (dudi 1%) va phuc hdi lai dugc. Hiém gép cac phan (ng nang hon, ké ca giam bach cau hat, mét bach cau hat,
hoac giam cac loai huyét cau. Phai xét nghiém cong thirc mau khi bat dau chu ky diéu tri 28 ngay va 2 tuan 1 1an trong khi diéu tri. Van tiép tuc diéu tri
duoc béng albendazole néu lrgng bach cau giam it va khong giam nang thém.

Albendazole c6 thé 1am ting enzyme gan tir nhe dén mirc vira phai & 16% nguoi bénh, nhung lai tré v& binh thuong khi ngirng diéu tri. Kiém tra chirc
nang gan (cac transaminase) phai duoc tién hanh truoc khi bét dau mbi chu ky diéu tri va it nhat hai tuan 1 an trong khi diéu tri. Néu enzyme gan tang
nhigu, nén ngirng dung albendazole. Sau d6 lai c6 thé diéu tri bang albendazole khi enzyme gan trér vé mikc truée diéu tri, nhung can xét nghiém nhidu
1an hon khi tai diéu tri.

Nguoi bénh duoc diéu tri bénh &u trung sén lon c6 tén lhuang nao, nén dung thém corticosteroid va muoc chéng co giat. Udng hoac tiém tinh mach
corticosteroid s& ngan can duqc nhirng con tang ap sudt ndi so trong tudn dau tién khi diéu tri bénh &u tring san nay.

Bénh &u tring san lon c6 t8n thuong néo (neurocysticercosis), co thé cé anh hubng dén vdng mac tuy rat hi€ém. Vi vay, trudc khi diéu tri, nén xét
nghiém nhung ton thuong vong mac clia ngudi bénh. Ngay, cé khi ding cling véi corticosteroid, bét cd thude nao diét au.tring san lon dung dé dieu
tri nang &u tring & mat hoac tly séng ciing c6 thé gay ra tac hai khong hdi phuc nén trudc khi digu tri, phai kham mat dé loai trir nang trong mat.

Qua liéu va cach xdr tri

Khi bi qua liéu can diéu trj triéu chirng (rira da day, dung than hoat) va céc bién phap cép ctru hou st thung.

Pac tinh dwoce lwe hoc

Nhém duoc ly: Thube chdng giun san; Cac dan chat'benzimidazole. o

Ma ATC: PO2CA03.

Albendazole 1a mdt dan chat benzimidazole carbamate, €6 cau tric lién quan véi thiabendazole va mebendazole. Thudc duoc ding dé diéu tri bénh du
tring san lon do Cysticercus cellulosae & nhu md than kinh va bénh nang san do &u triing san ché Echinococcus granulosus gay ra. Thude ¢ phé tac
dung rong trén cac giun dudng rudt nhu giun diia (Ascaris I ), giun méc (Ancyl duodenal va Necator americanus); giun toc (Trichuris
trichiura), giun lwon (Strongyloides stercoralis), giun kim (Enterobius vermicularis), giun Capillaria (Capillaria philippinensis) va-giun xodn (Trichinella
spiralis). Albendazole ciing c6 tac dung d6i voi thé du trang di tri & da.

Albendazole ciing c6 tac dung diéu tri bénh san la gan (Clonorchis sinensis).

Albendazole con c6 hiéu qua trong diéu tri cac bénh do Giardia gay ra, c6 thé dung mot minh hodc két hop metronidazole dé diéu tri nhiém Giardia
duodenalis (con goi la G.lamblia hay G. intestinalis). Albendazole c6 hiéu qua tuong ti metronidazole trong diéu tri Giardia & tré em ma lai it tac dung
khéng mong muén hon.

Co ché tac dung clia albendazole chua dugc biét day du. Thudc c6 & luc manh, déc hiéu gén vao beta-tubulin (mot loai protein tu/ do) trong té bao ctia
ky sinh tring, qua d6 trc ché su tring hop thanh cac vi tiéu quan clia bao trang la nhirng bao quan can thiét cho hoat dong binh thuong ctia té bao ky
sinh tring, dong thoi (rc ché si hap thu glucose ctia ky sinh m'mg & cac glai doan &u tring va truéng thanh, dan dén can kiét glycogen lam ky sinh
tring bat dong va chét. Albendazole c6 tac dung diét du trang ctia giun moc Necator americanus va-diét trirng giun ddia, giun moc, giun'toc.

Béc tinh dwoe dong hoc

Hap thu

Albendazole durgc hap thu rat kém qua dudng tiéu héa, nhung sur hap thu sé tang 1en dang ké khi dung cung thirc &ncé chét béo.

Phén bé

Thudc dugc phan bé réng khdp trong cac dich ciia co thé, vao dich ndo tly, nang san, gan, huyét thanh, nuéc ueu Lién két véi protein huyét tvong
cao (70%).

Chuyén héa

Chuyén héa nhanh va manh qua gan buc mat dé tao thanh chat chuyén héa co hoat tinh Ia albendazole sulfoxide, 1a chat c6 ndng do di dé phat hién
trong huyét Iuang

Albendazole ciing dugc chuyén héa thanh 6-| hydroxy sulfoxide va sulfon, nhung nong do khong da dé phat hién trong huyét trong. Sau khi uong mol

_lieu.duy. Bhat 400 mg albendazole, nong do-dinh clia chét chuyén hoa c6 hoat tinh la albendazole sulfoxide dat dugc.trong.

huyét tuong

0,46 - 1,58 microgam/ml sau 2 dén 5 gio, thoi gian ban thai la 8 - 12 grb Tuong tur, néu'ung mot ligu 1a 15 mg/kg thi nbng ao dinh ctia a|bendazole
sulfoxide trong huyét twrong khoang 0,45 - 2,96 microgam/ml sau 4 gio, thoi gian ban thaila 10 - 15 gio'.
Thai triv
Khoang 1% duoc thai trir qua nudc tiéu-dudi dang albendazole sulfoxide trong vong 24 gidr, cac chat chuyén héa khac ciing duoe thai trir qua than.
Mat lugng khong dang ké chéat chuyén hoa sulfoxide duoc thai trir qua mat.
Quy céach déng goi
Vi 1 vién. Hop 1 vi.
Vi 10 vién. Hop 1 vi.
Piéu kién bao quan, han dung, tiéu chudn chat lwong cua thuéc
Piéu kién bao quan
B&o quan trong bao bi kin, noi khd. Nhiét d khong qua 30°C.
Han dung

~ 24 thang ké tir ngay san xuét.
Tiéu chudn chat lwong
DBVN.
Tén, dia chi clia co s& san xuét thuéc

it isur
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