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Itranstad

THANH PHAN
Méivién nang cumg chira:
Itraconazol ...100mg
(Dwéi dang itraconazol vi hat 22%: itraconazol, dwdng kinh hat tron, hypromellose,

eudragit E 100, polyethylen glycol 20000)

MOTA
Vién nang ct*ng s6 0, du nang mau xanh Ia trong, than nang mau tréng trong, dau va than
nang cé in chi® “STADA” mau den, chira vi hat mau trang nga.

DUQCLYCHOC
ltraconazol, mét dn xuét triazol téng hop, Ia thuéc khang ndm. Itraconazol (rc ché cac
enzym phy thudc cytochrom P450 trong nam nhay cam dan dén lam suy gidm sy téng hop
ergosterol trong mang té bao ndm. Thudc c6 phé tac dung réng hon ketoconazol. Thudc co
hoat tinh chéng lai Aspergillus spp., Blastomyces dermatitidis, Candida spp., Coccidioides
immitis, Cryptococcus neoformans, Epidermophyton spp., Histoplasma capsulatum,
Malassezia furfur, Microsporum spp., Paracoccidioides brasiliensis, Sporothrix schenckiiva
Trichophyton spp.

DUQ'CPONG HOC

- ltraconazol dugc hip thu qua dudng tiéu héa. Sy hép thu clia vién nang ting nhe méi
trwong acid da day va cao nhét khi diing chung véi thire an. Nong do dinh trong huyét twong
datdugctrong vong tir 1,5 d@én 5 giey, khoang 2 meg/ml sau khi ugng lidu 200 mg mé&i ngay.

~ ltraconazol gan két manh véi protein huyét twong; chi 0,2% Iwu théng & dang tw do.
Itraconazol phan bé rong rai nhung chi mét lwgng nhé vao dwec dich nao tiy. Néng d6 thubc
trong da, ma vét thwong, nhiéu té chirc va mé cao hon nhiéu lan so véi trong huyét trong.

~ Néng dé tri liéu ctia itraconazol vin con ton tai trong da va mang nhay sau 1 dén 4 tuan
ngtrng diéu trj. Mt lwgng nhé thudc phan bd vao stra me.

- ltraconazol dwoc chuyén héa chinh qua gan bdi cytochrom P450 isoenzym CYP3A4. Chét
chuyén héa chinh, hydroxyitraconazol, ciing cé hoat tinh khang ndm twong tw itraconazol.

- ltraconazol cling dwgc thai trir qua mat hay nwéc tidu dudi dang chat chuyén hoa khdng
hoattinh; 3- 18% thudc dwoc thai trir qua phan duéi dang khéng ddi. Mot lvong nhé thuée
thai trir qua |&p strng va téc. Itraconazol khdng bj loai trir bang tham tach.

~ Thaigian ban thai khi ding lidu don 100 mg khoang 20 gid, tang 1&n 30 - 40 gi¢r néu tiép tuc
strdung. -

CHIDINH

— NA&m Candida & miéng - hong.

- N&m Candida am h - am dao.

- Langben.

-~ Bénh ndm da nhay cam véi itraconazol (Trichophyton spp., Microsporum spp.,
Epidermophyton floccosum) nhw bénh ndm da chan, da ben, da than, da ké tay.

— Bénhn&mmoéng chan, tay.

~ Bénh n&m Blastomyces (trong phdi va ngoai phdi).

— Bénh n&m Histoplasma (bao gém bénh man tinh & khoang phdi va bénh ndm Histoplasma
rairac, khong & mang néo).

— Bénh ndm Aspergillus (trong phéi va ngoai phéi & bénh nhan khéng dung nap hoéc khang

__vé&iamphotericin B). § B o o 3

= Piéutrj duy tri @ nhitng bénh nhan AIDS d& phong nhiém nam tiém an tai phat.

~ D& phong nhim n&m trong thi gian gidm bach cAu trung tinh kéo dai, ma cach didu tri
thong thuong to ra khdng higu qua,

LIEU LUQNG VA CACHDUNG
Itranstad dwocdung béng dwdng ubng va nén nubt nguyén vién ngay sau biva an.
Nguwoilon
Diéu tringdn ngay:

~ N&m Candida miéng - hdu: 100 mg x 1 1an/ngay, uéng trong 15 ngay. Bénh nhan bj bénh
AIDS hodc giadm bach cu trung tinh: 200 mg x 1 1an/ngay, ubng trong 15 ngay vi thuéc
dwgc hép thu kém & nhém nay.

- N&m Candida am hd - am dao: 200 mg x 2 1an/ngay, chi uéng 1 ngay hodc 200 mg x 1
14n/ngay, ubng trong 3 ngay.

- Langben: 200 mg x 1 lan/ngay, ubng trong 7 ngay.

~ Bénh ndm da: 100 mg x 1 1&n/ngay, uéng trong 15 ngay. Néu & viing sirng héa cao, phai
diéu tri thém 15 ngay v6i liéu 100 mg méi ngay.
Diéu trj dai ngay (nhiém ndm toan than) phu thuéc véo dép tmg lam sang va nédm:

— Bénhn&m méng: 200 mg x 114n/ngay, trong 3 thang.

— Bénh nam Aspergillus: 200 mg x 1 lAn/ngay trong 2 - 5 thang. Cé thé tang lidu 1&n 200 mg x
214n/ngay néu bénh lan tda.

— Bénh nim Candida: 100 - 200 mg x 1 lAn/ngay, uéng trong 3 tuan dén 7 thang. Cé thé tang
lidu: 200 mg x 2 1&n/ngay, néu bénh lan téa.

- Bénh ném Cryptococcus (khéng viém mang nao): 200 mg x 1 1an/ngay, ubng trong 2 thang
dén 1nam.

- \giém mang nao do ndm Cryptococcus: 200 mg x 2 l&n/ngay. Didu trj duy tri: 200 mg x 1
lan/ngay.

- Bénh nzm Histoplasma va Blastomyces: 200 mg x 1 hoic 2 1An/ngay, ubng trong 8 thang.

~ Didu tri duy tri trong bénh AIDS: 200 mg x 1 1an/ngay.

- Duw phong trong bénh gidm bach cAu trung tinh: 200 mg x 1 1an/ngay.
Tréem

Tinh antoan va hiéu qua clia itraconazol trén tré em dwéi 18 tudi chwa duoc xéac dinh.

CHONG CHIiBINH

— Bénh nhan man cam véi itraconazol va céc azol khac hay véi bat cir thanh phan nao
ctiathuée.

— Bénh nhan dang diéu tr véi terfenadin, astemisol, triazolam dang uéng, midazolam dang
udng va cisaprid.

- Sirdungitraconazol dé didu tri ndm méng cho phu nir ¢é thai hay du dinh c6 thai.

THAN TRONG

— Khéng nén dung itraconazol @& diéu tri nAm méng cho nhirng bénh nhan c6 d4u hiéu réi
loan chirc nang tam th&t nhw suy tim sung huyét hay c6 tién st suy tim sung huyét; nén
ngtrng diéu tri néu bénh nhan cé tién trién suy tim sung huyét khi dang s dung thudc.

~ Khéng nén dung itraconazol cho nhitng bénh nhan cé tang men gan trong huyét thanh,
bénh gan tién trién hay c6 tigén st nhi&m doc gan do nhirng thubc khac, trir khi loi ich didu
trj cao hon so véi cac nguy co. Hon niva, cin phai theo d6i chit ché men gan trong huyét
thanh cho t4t ca bénh nhan dang dung itraconazol, d&c biét nhixng bénh nhan da dung
itraconazol lién tuctrén 1thang.

~ Néubénh than kinh xay ra do itraconazol, phai ngung diing thuéc.

- Trong nhiém n&m Candida toan than nghi ngé do Candida khang fluconazol thi cting c6
thé khéng nhay cam véi itraconazol. Do vay, cin kiém tra do nhay cam véi itraconazol
trudre khi didu tri.

TUONG TAC THUOC

- Thuée chéng loan nhip tim: St dung ddng théi itraconazol voi quinidin hay dofetilid lam tang
ndng d6 cac thuéc chéng loan nhip tim trong huyét twong, c6 thé gay ra nhidu tac dung
khéng mong muén nghiém trong trén tim mach nhw loan nhip tim de doa tinh mang va/hodc
d6t ttr. Chéng chi dinh két hop itraconazol véi nhirng thube nay.

~ Céc thuébc ha lipid huyét: Str dung két hop céac thubc (rc ché HMG-CoA reductase (nhw
atorvastatin, cerivastatin, lovastatin, sin in) va itraconazol lam ting ndng d6 cac thuéc
nay trong huyét twong dan dén téng tac dung va ting nguy co' gay doc. Chéng chi dinh két
hopitraconazol véinhirng thubc nay.

~ Céc thubc tc ché HIV protease: Két hop itraconazol va cac thubc rc ché HIV protease (Pls)
(nhw amprenavir, atazanavir, darunavir, fosamprenavir, indinavir, lopinavir, neffinavir, ritonavir,
saquinavir, tipranavir) lam thay @i ndng do Pls va/hoac thuéc chéng ndm trong huyét thanh.

- Terfenadin: Nhitng tac dung khéng mong muén trén tim mach nghiém trong bao gdm ter
vong, nhanh nhip that va nhanh nhip thét khéng dién hinh da xay ra khi bénh nhan stz dung
ddng thoii itraconazol va terfenadin.

~ Céc thubc nhém benzodiazepin: Str dung két hop itraconazol va cac thuéc nhom benzodiazepin
(nhu alprazolam, diazepam, midazolam duwdng uéng, triazolam) lam ting ndng dé cac thubc
nay trong huyét trong dén dén téing tiém Iuc va kéo dai cac tac dong an than, gay ngu.

- Cisa[Jrid: Itraconazol (rc ché chuyén héa cla cisaprid va lam tang ndng dd cisaprid trong
huyét twong va ting tac dung khéng mong muén nghiém trong trén tim mach.

— Pimozid: Loan nhip tim de doa tinh mang va/hoac dot tir da xay ra khi bénh nhan dung déng
thei pimozid véiitraconazol va/hodc cac thudc (rc ché enzym CYP3A4 khac.

— C4c thubc trc ché phosphodiesterase: Itraconazol (rc ché cytochrom P-450 isoenzym 3A4, va
sy két hop véi cac thu??: (rc ché phosphodiesterase (PDE) (nhw sildenafil, tadalafil, vardenafil)
c6 thé lam téng dang k& ndng d6 cac thudce tre ché PDE trong huyét twong va cé thé tang nguy
co xay ra tac dung khéng mong mudn (nhw ha huyét 4p, réi loan thi gidc, cong dwong vat).

- Diazepam, midazolam, triazolam uéng dwoc chdng chi dinh diing cung itraconazol.

- Itraconazol dung cuing véi warfarin lam téng tc dung chénq ddng ctia chét nay. Can theo doi
thevi gian prothrombin & ngwdi bénh dé giam lidu warfarin néu can.

- Digoxirg dung cling v&i itraconazol, ndng d6 trong huyét trong sé téang. Phai theo dai dé didu
chinh liéu.

- Haduong huyét ning da xay ra khi diing cac thubc uéng chéng dai thao dwéng kém véi cac
thubc chong ndm azol. Vi vay cin theo dai chat ché néng do dwérng trong mau dé didu chinh
lidu cac thugc ubng chéng daithao duéng.

— ltraconazol cAn méi trvdmg acid dich vi dé dwoc hap thu tét. Vi vay ndu uéng cling cac khang
acid, ho#c cac chat khang H, (nhu cimetidin, ranitidin) hosic omeprazol, sucralfat, kha dung
sinh hoc ca itraconazol s& bj giam dang ké, lam mét tac dung diéu trj chéng nam. Vi vay
khéng nén duing ddng théi hodc phai thay itraconazol béng fluconazol hay amphotericin B.

— Cac thubc cadm (ng enzym vi dy rifampicin, isoniazid, phenobarbital, phenytoin lam giam
ndng do clia itraconazol trong huyét tvong. Do d6 nén thay thubc chéng ndm khac néu xét
théy diéu trj bang isoniazid hodc rifampicin 1 can thiét.

PHY N’ CO THAIVA CHO CON BU
Phu nircé thai
Itraconazol gay phat trién bt thuwérng & bao thai chudt céng. Chwa cé nghién ciru trén phy
nir mang thai, nén chi duing cho phy ntr mang thaikhilgi ich cao hon nguy co.

Phu ni#cho con bu
Khéng nén cho con b khi dung itraconazol.

ANHHUONG TREN KHANANG LAIXEVAVANHANHMAYMOC
Chua c6 nghién ciru v& anh hwéng cla itraconazol trén kha nang lai xe va van hanh ma
méc. Khil4i xe va van hanh may méc, nhirng tac dung khéng mong muén nhw chéng mét, roi
loan thj giac va méat thinh lyc c6 thé xay ra trong mét s6 treérng hop, c&n phai dwgc chay.

TAC DUNG KHONG MONG MUON
Thuong gap:

- Toanthan: Chéng mét, dau dau.

— Tiéuhoa: Budn nén, dau bung, tao bon, khé tiéu.

Itgép:

— Toan than: Cac phan (ng dj (’ng nhw ngira, ngoai ban, ndi may day va phti mach; héi chirng
Stevens—Johnson.

— Ngitiét: Rdiloan kinh nguyét.

— Gan: Tang c6 hdi phuc cac men gan, viém gan, déc biét sau khi diéu tr thoi gian dai.

Ngoai racon thAy co nguy co viém gan, giam kali huyét, pht va rung I6ng, toc, dac biét sau
diéu tri thoi gian dai trén 1 thang véi itraconazol. Cing ¢6 thé gap bénh than kinh ngoai vi,
nhung hiém.

QUALIEUVA XU TRI
Triéu chirng
Théng tin v& hau qua clia viéc ubng lidu cao itraconazol con han ché. Mot sé bénh nhan uéng
dén 3000 mg itraconazol dang vién nang co cac triéu chirng twong tw nhw tc dung khéng
mong mudn & lidu khuyén dung.

Xdrtri

Khi qua lidu xay ra, nén diéu trj hé tro. Co thé rira da day trong vong mét giér sau khi udng.
Ciing c6 thé duing than hoat tinh néu can. Itraconazol khéng bj loai trir béing thAm phan mau.
Hién van chwa cé thube gidi doc déc hidu cho itraconazol.

BAO Q!.IAN Trong bao bi kin, noi khé, tranh anh sang. Nhiét d6 khéng qua 30°C.
HANDUNG 36 thang ké tir ngay san xuét.
PONG GOI Vi6vién. Hop 1 vi.

Vi 10 vién. Hop 10 vi.
= ) Chai 30 vién. Hop 1 chai.
TIEU CHUAN AP DUNG: Tiéu chudn nha san xuét.

THUOC NAY CHi DUNG THEO BON CUA BAC SI

Dé xa tim tay tré em
Khéng ding thubc qué théi han sir dung
¢ ky hwéng dén st dung trée khi ding
Néu can thém théng tin, xin héi y kién béc si
Théng béo cho béc si nhirng tac dung khéng mong muén
gdp phai khi str dung thu

Nha san xuét:
Chi nhanh CTY TNHH LD STADA-VN

S6 40, Dai 16 Ty Do, KCN Viét Nam-Singapore,
Thj xa Thuén An, Tinh Binh Dwong, VN
DT: (+84.274) 3767470-3767471 - Fax: (+84.274) 3767469
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