il
Itranstad

THANH PHAN
Méi vién nang cimg chira:
[t T [ e R T 100mg
(Duéri dang itraconazol vi hat 22%: itraconazol, dwong kinh hat tron, hypromellose,
eudragit E 100, polyethylen glycol 20000)

MOTA

Vién nang cirng sd 0, dAu nang mau xanh |4 trong, than nang mau tréng trong, dAu va than
nang ¢ in chik “STADA" mau den, chira vi hat mau trdng nga.

DU'QCLYCHOC
Itraconazol, mét din xuét triazol téng hqg 1 thubc khang ndm. Itraconazol (rc ché cac
enzym phy thudc cytochrom P450 nam nhay cam dén dén lam suy giam sy téng hop
ergosterol trong mang té bao ndm. Thudc cb phd tac dyng réng hom ketoconazol. Thudc cd
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.

DU'Q'CBONG HOC

- ltraconazol duge hép thu qua dwréng tiéu hda. Sy hép thu cla vien nang tdng nhd mbi
trréng acid da day va cao nhatkhi ding chung véi thirc 8n. Néng:odlnh trong huyéttwong
datdugc trong vong tir 1,5 dén 5 g, khodng 2 meg/ml sau khi udng liéu 200 mg méi ngay.

~ Itraconazol gan két manh véi protein twrong; chi 0,2% luu thdng & dang tiy do.
Itraconazcl phan bé rong réi nhumg chi mt lugng nhé vao dugre dich ndo ty. Néng d6 thubc
trong da, mi vét thiromg, nhidu t chirc va mé cao hom nhidu 13n so véi trong huyét twong.

~ Nbng df trj liu cla itraconazol vén con tén tai trong da va mang nhay sau 1 dén 4 tudn
ngirng diéu trj. Mt lirgng nhé thude phan bé vao sira me.

- ltraconazol dugrc chuyén héa chinh qua gan béi cytochrom P450 isoenzym CYP3A4. Chét
chuyén héa chinh, hydroxyitraconazol, ciing c& hoat tinh khang nim tweng tw itraconazol.

- ltraconazol cling duwere thai trir qua mat hay nuére tidu dwdi dang chét chuyén héa khéng
hoattinh; 3 - 18% thuéc dugrc thai trir qua phan duréi dang khéng déi. Mét lugng nhé thube
thai trir qua [&p sirng va toc. Itraconazol khong bj loai trir biing thAm tach.

~ Théi gian ban thai khi diing lidu don 100 mg khodng 20 giéy, tang 1én 30 - 40 giér néu tiép tyc
sirdyng.

CHIDINH

- N&m Candida & miéng - hong.

~ N&m Candida &m hé - am dao.

- Langben.

- Bénh ndm da nhay cdm v6i itraconazol (Trichophylon spp., Microsporum spp.,
Epidermophyton floccosum) nhu bénh ndm da chén, da ben, dathan, da ké tay.

— BénhnAmméng chén, tay.

~ Bénh ndm Blastomyces (trong phdi va ngoai phéi).

~ Bénh n&m Histoplasma (bao gbm bénh man tinh & khoang phéi va bénh ndm Histoplasma
rdi rac, khdng & mang néo).

— Bénh ndm Aspergillus (trong phdi va ngoai phdi & bénh nhan khéng dung nap hodckhang
vai amphotericin B). _

~ Biéutriduy tri & nhirng bénh nhan AIDS dé phéng nhiém nAm tiém An tai phat.

- D& phong nhiém ndm trong théri gian gidm bach ciu trung tinh kéo dai, ma cach didu trj
thong thwémng 16 ra khéng higu qua,

LIEULUPNG VA CACHDUNG
Itranstad dugc diing bing dwéng ubng vanén nuét nguyén vién ngay sau bira an.

Nguron I6m
Diéu tri ngén ngay:

- Né&m Candida miéng - h&u: 100 mg x 1 lAn/ngay, ubng trong 15 ngay. B&nh nhan bj bénh
AIDS hodc giam bach céu trung tinh: 200 mg x 1 lan/ngay, ubng trong 15 ngay vi thubc
durgre hap thu kém & nhém nay.

— NAm Candida &m hd - am dao: 200 mg x 2 lan/ngay, chi ubng 1 ngay hodc 200 mg x 1
lan/ngay, ubng trong 3 ngay.

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

- Bénh ndm da: 100 mg x 1 14n/ngdy, udng trong 15 ngdy. Néu & viing sirng héa cao, phai
diéu trj thém 15 ngay véi lidu 100 mg méi ngay.

Biéu trj daingay (nhiém ndm toan thén) phy thude vao dép tmg ldm séng va ndm:

- Bénh nAmmaéng: 200 mg x 1 1An/ngay, frong 3 thang.

- Bénh nim Aspergillus: 200 mg x 1 lAn/ngay trong 2 - 5 thang. C6 thé tang liéu Ién 200 mg x
21An/ngay néu bénh lan téa.

= Bﬁnhrngm Candida: 100 - 200 mg x 1 1An/ngay, udng trong 3 tudn dén 7 thang. C6 thé tang
lidu: 200 mg x 2 l&n/ngay, néu bénhlan tda.

— Bénh n&m Cryptococcus (khéng viém mang n&o): 200 mg x 1 lAn/ngay, uéng trong 2 thang
den 1 nam.

- Viém mang néo do ndm Cryptococcus: 200 mg x 2 l&n/ngay. Diéu trj duy tri: 200 mg x 1

I E)

- Bénh n!m.’ P va Blastomyces: 200 mg x 1 hodc 2 1An/ngay, ung trong 8 thang.

- Diéu trj duy tri trong bénh AIDS: 200 mg x 1 IAn/ngay.

~ Dy phéng trong bénh gidm bach cAu trung tinh: 200 mg x 1 lAn/ngay.

Tréem
Tinh an toan va hiu qua cla itraconazol trén tré em dudi 18 tudi chwa dwgre xac dinh.

CHONG CHIBINH

- Bénh ngan man cam véi itraconazol va céc azol khac hay véi bt cr thanh phan nao
clathube.

~ Bénh nhan dang Giéu trj véi terfenadin, astemisol, triazolam dang uéng, midazolam dang
ubng va cisaprid.

~ S0 dung itraconazol dé diéu trj ndm moéng cho phy ni cé thai hay dy dinh co thai.

THAN TRONG

- Khéng nén ding itraconazol dé diéu trj ndm méng cho nhirng bénh nhan cé d4u higu réi
loan chirc n@ing tam thit nhuwr suy tim sung huyét hay c6 tién sir suy tim sung huyét; nén
ngtrng didu tri néu bénh nhan cb tién trién suy tim sung huyét khi dang sir dyng thude.

- Khéng nén dahn_%itraconazol cho nhirng bénh nhan c6 ting men gan trong huyét thanh,
bénh gan tién trién hay cé tién sir nhim ddc gan do nhirng thubc khac, triv khi lgri ich digu
trj cao hon so véi cac nguy co. Hom niva, cin phdi theo di chit ché men gan trong huyét
thanh cho tAt ca bénh nhan dang dung itraconazol, dac biét nhirng bénh nhan da ding
itraconazol lién tyc trén 1 thang.

~ Néu bénh thn kinh xAy ra do itraconazol, phai ngung diing thudc.

~ Trong nhiém nim Candida toan than nghi nger do Candida khang fluconazol thi cling ¢
thé khong nhay cam véi itraconazol. Do vy, cAn kiém tra do nhay cam véi itraconazol
trwdre khi didu tri.
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TUWONGTAC THUOC ?Q'

Thubc chéng loan nhip tim: St dung déng théi itraconazol véi quinidi
ndng do cac thubc chong loan nhip tim trong huyét twong, co thé ga
khéng mong muédn nghiém trong trén tim mach nhwr loan nhip tim de doa ti
bt tir. Chéng chi dinh két hep itraconazol véi nhikng thubc nay.

- Céc thube ha lipid huyét: Str dung két hep cac thubc trc ché HMG-CoA red
atorvastatin, cerivastatin, lovastatin, simvastatin) va itraconazol lam ting néng ag
nay trong huyét tvong din dén ting tac dung va tang nguy co gay déc. Chéng chi dinfi két
hop itraconazol voi nhirng thube nay. Y

- Céc thube te ché HIV p Két hop itra | va cac thubc trc ché HIV protease (Pl
(nhwr amprenavir, atazanavir, darunavir, fosamprenavir, indinavir, lopinavir, nelfinavir, ritonavir,
saquinavir, tipranavir) lam thay déi ndng d Pls va/hodc thude ching nam trong huyétthanh.

- Terfenadin: Nhirng tac dung khéng mong muén trén tim mach nghiém trong bao gm ter
vong, nhanh nhip thét va nhanh nhip th&t khéng dién hinh a2 xy ra khi bénh nhén st dyng
dbng théi itraconazol va terfenadin.

~  Céc thube nhém benzodiazepin: Str dyng két hop itraconazol va cac thubc nhém benzodiazepin
(nhur alprazolam, diazepam, midazolam duémg udng, tiazolam) Iam ting ndng 88 cac thubc
ndy trong huyét trong dén dén tng tiém I va kéo dai cac tac dong an thén, gay ngl.

- Cisaprid: Itraconazol trc ché chuyén héa ciia cisaprid va lam tang ndng dd cisaprid trong
huyéttrong va téng téc dyung khdng mong mudn nghiém trong trén tim mach.

- Pimozid: Loan nhip tim de doa tinh mang va/ho&c dot tir da xay ra khi bénh nhan ding ddng
théri pimozid v&i itraconazol varhodc cac thude tre ché enzym CYP3A4 khac.

= Cécmudcmchéphfzhodbm:mmacd\écymmmP4wlm 3A4,va
s két hgp v cacthuébe tre ché phosphodiesterase (PDE) (nhu sildenafil, tadalafil, vardenafil)
c6 thé 1am téing déang ké nbngd@céchu&c&cchéPDEmhuyamngveoaméwng nguy
co 3y ra tc dyng khéng mong muédn (nhur ha huyétap, réi loan thi gidc, crong durong vat).

- Diazepam, midazolam, triazolam uéng duwoc chdng chidjnh diing cling itraconazol.

- Itraconazol diing ciing vé&i warfarin lam téing tac dung chéng déng clia chét nay. Cin theo déi
thévi gian prothrombin & nguréi bénh dé gidm lidu warfarin ngu chn.

= Digoxir; duing cling véi itraconazol, ndng dd trong huyét tirong sé ting. Phai theo déi dé didu
chinhliéu.

- Ha aumg huyét néing d& xay ra khi dung cac thude ubng chéng dai thao dudmg kém véi cac
thubc chong nédm azol. Vi véy cn theo dbi chit ché néng d6 duéng trong mau dé diéu chinh
liu céc thudc ubng chéng dai thaod :

- Itraconazol cAn mdi trémg acid dich vidé dwere hép thu tét, Vi vay ndu ubng ciing céc khdng
acid, hodc cac chét khang H, (nhu cimetidin, ranitidin) hodc omeprazol, sucralfat, kha dung
sinh hoc cla itraconazol s& bj gidm dang ké, lam mét tac dung didu trj chéng nam. Vi vay
khéng nén diing ddng thér hodc phéi thay itraconazol béing fluconazol hay amphotericin B.

- Céc thudc cadm (rng enzym vi dy rifampicin, isoniazid, phenobarbital, phenytoin lam gidm
néng do cla itraconazol trong huyét tvong. Do d6 nén thay thubc chéng nédm khac néu xét
théy didu trj bang isoniazid hodc rifampicin & can thiét.

PHYN(*CO THAIVA CHO CONBU
Phy nircé thai
Itraconazol géy phét trién bét thurdmg & bao thai chudt céng. Chira cé nghién ciru trén phy
nir mang thai, nén chi dung cho phy nir mang thai khi lgi ich cao hon nguy co.

Phy nircho con bi
Khiéing nén cho con bl khi ding itraconazol.

ANHHUONG TREN KHA NANG LAI XE VA VAN HANHMAY MOC
Chura cé nghién ciru vé anh huéng clia itraconazol frén kha néing lai xe va van hanh ma
méc. Khi l4i xe va van hanh méy moc, nhirng tac dyng khéng mong muén nhuw chong mét, rdi
loan thj gidc va mét thinh lirc c6 thé xay ra trong mét s6 trieémg hop, cin phai durgre chi .

TACDYNG KHONG MONG MUON
Thudmg gap:

- Toanthan: Chéng mt, dau dAu.

= }'léu héa: Bubn nén, dau byng, téo bon, kho tidu.

tgép:

- Toan than: Cac phan (mg dj (rng nhuw ngira, ngoai ban, ndi may day va phit mach; hdi chimg
Stevens —Johnson.

- Noitiét: Réiloan kinh nguyét.

- Gan: Tang c6 hdi phyc cacmen gan, viém gan, déc biét sau khi diéu tri thei gian dai.

Ngnai racon théy co nguy co viém gan, giam kali huyét, phir va ryng i6ng, toc, dac biét sau

diéu tri thivi gian dai trén 1 thang véi itraconazol. Ciing cé thé gap bénh than kinh ngoai vi,
nhung hiém.

QUA LIEU VA XU TRI

chim;
Théng tin vé hau qua clia viéc ubng lidu cao itraconazol con han ché. Mét sé bénh nhan uéng
dén 3000 mg itraconazol dang vién nang cé cac triéu chirng twong t nhu tc dung khéng
mong muén & liéu khuyén dung.
Xirtri
Khi qua lidu xay ra, nén diu trj hé trg, Cé thé rira da day trong véng mét giér sau khi uéng.
Ciing c6 thé dung than hoat tinh néu can. ltraconazol khdng bi loai trir bing thdm phan mau.
Hién van chua co thuéc giai dc déc hidu cho itraconazol.

jéu tac dung
valhodc

nhw

BAOQUAN Trong bao bi kin, noi khé, tranh &nh séng. Nhiét d6 khéng qua 30°C.
HANDUNG 36 thang ké tir ngay san xuét.
PONG GOI V6 vién. Hop 1vi.

Vi10vién. Hop 10vi.
Chai 30 vién. Hjp 1 chai.
TIEU CHUAN AP DUNG: Tiéu chuin nhasan xuét.

THUOC NAY CHi DUNG THEO BON CUA BAC SI

Dé xa tdm tay tré em
Khéng ding thubc qua théd han str dung
¢ ky hwéng dén st dung trwdre khi ding
cén thém théng tin, xin héi y kién bac si
Théng béo cho béc si nhikng téc dung khéng mong muén
gép phai khi sir dung thube

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

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