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Prescription drug Broad Antifungal Spectrum

Box of 1 blister x 4 capsules

o Trifungi

ITRACONAZOLE 100 MG

Keop out of reach of children COMPOSITION - Ench copsule contoins.
Read the leafist caratully before using lrocanazole 100mg
INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION - Reod the leaflet inside.
| lﬁ,!llﬂjl IJUJI STORAGE - In o dry, cool place (below 30°C). Profect from light.
| 8 14 SPECIFICATION - In-house.
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Khang Nam Ph#-Rdng

Hép 1 vi x 4 vién nang ciing |

o Trifungi

ITRACONAZOL 100 MG

D& xa tém tay tré sm THANH PHAN - MBI vian nang cimg chia
Boc k§ hudng dlin sif dyng trudc khi ding roconazol 100mg
CHI BINH. CHONG CHI BINH, LIEU DUNG, |
. CONG Tv-CO Pkl BVEEMIAREG CAGH DUNG - Xem 16 huéng déin 30 dung. |
| 166:170 Nguybn Hus, Tuy Hoa, BAO QUAN - Not khé, mét {duéit 30°C). Trdnh énh séng.

Pha Yan, Vigt Nam TIEu cHUAN - TCCs,
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HUGNG DAN SU DUNG THUGC
Rx
ThuGc ban theo don. N&u cin thém théng tin, xin héi ¥ kién bédc sr.
Bgc ky hudng adn si dyng trude khi ding. D€ xa tim tay cia tré em.

TRIFUNGI
(Itraconazol 100mg) 3
THANH PHAN: M8i vién nang cung chila __fuj ﬁ}

Itraconazol...........................100mg

(dudi dang vi hat chifa Itraconazol 22%)

Thanh phan t4 duge vi hat: Sugar spheres (20#25), HPMC 5 CPS, Eudragit E 100, PEG 20000.

DUGC LYC HoC

Itraconazol 12 mGt chét triazol #ng hgp chbng ndm ¢ tic dyng ot han ketoconazol d6i vai mot s& ndm, dic biét di voi
Aspergillus spp. Thudc ciing 6 tic dyng chéng lal Coccidioides. Cryptococcus, Candida, Histoplasma, Blastomyces va
Sporotrichosis spp. Itraconazol dc ché cic enzym phy thude cytochrom P450 cila ndm, do d6 1am (c ché sinh ting hop
ergosterol, géy rbi loan chiic nang mang va enzym lién két mang, anh hudng d&n sy sGng va phat trién clia t& bao ndm.

DUGC BONG HOC

Itraconazol dugc hdp thu tdt khi uSng ngay sau bila dn hodc udng cling véi thic &n. Khé dung sinh hoc tudng d6i dudng ubng cla
vien nang so véi dung dich udng 14 trén 70%. DY hoa tan ciia itraconazol tang 1én trong mbi truding acid. Néng df dinh huyét
thanh dat duge 20meg/L, 4-5gid sau khi uSng mot liéu 100mg lic doi, tang Ién 180meg/L khi uBng cling véi thitc dn, Trén 99%
thudc lién két vail protein, chil y&u véi albumin, chi khodng 0,2% thudc & dang ty do. Thudc hoa tan t6t trong lipid, néng df trong
cdc mo cao han nhiéu trang huy&t thanh. Itraconazol chuyén héa trong gan thanh nhiéu chat réi bai tist qua mat hodc nudc tidu,
Mot trong nhiing chat chuyén héa 1A hydroxyitraconazol ¢6 tic dung chéng ndm, va c6 ndng do huyét thanh gip dbi néng do
itraconazol & trang thai 6n dinh. 3-18% liu ubng dugc bai tigt qua phan dudi dang khong bién ddi. Knodng 40% liéu ding dugc
bai tiét qua nudc tiéu dudi dang hp chat chuy&n hoa knong con hoat tinh. Mt lugng nha thai trir qua I6p siing va toc.

Itraconazol khdng duge loai trir béing thdm tach. Nifa 0 thai trir sau khi uSng 1 1iéu 100mg 12 20 i, ¢d thé dai hon khi dng liéu :
cao] hang ngay. e
CHI BINH o
riunaiaugeohidinn rong iyt s/ viras . com/dru g/ -t
Nhi€m ndm candidad migng — hong, Bm ho - 4m dao,

Lang ben, nhi&m ndm ngoai da nhu ndm da chan, da ben, da than, da ké tay.
Nam mang tay, méng chan. /
Nhiém ndm ndi tang do ndm Aspergillus v& Candida, nhiBm ndm Cryptocaccus, Histoplasma, Sporothrix, Paracoccidioides, /' 5/ ;
Blastomyces. = [CONGTY C(

i (IR |
Biéu trf duy trl: § ngudi bénh AIDS dé phong nhism nam tiém 4n tai phat, | # PY MEPH
BE phong nhim n&m trong thasi gian gidm bach ciu trung tinh kéo dai, I'Q\ A\ |

LIEU LUGNG VA CACH DUNG

Udng thudc ngay sau khi in,

Nhi&m ndm Candidaam h§ - 4m dao: 2 vién x 2 |&n/ngay dung trong 1 ngay; hoic 2 vién x 1 14n/ngay va diing trong 3 ngay.
Lang ben: 2 vién x 1 dn/ngay dung trong 7 ngay.

N&m ngodi da: 2 vien x 1 [dn/ngay diing trong 7 ngay hodc 1 vién x 1 1&n/ngay ding trong 15 ngay.

Cdc ving siing hoa cao nhud truting hgp nhiém ndm & léng ban chin, long ban tay: 2 vién x 2 1dn/ngay ding trong 7 ngay hodc 1
vién x1 [&n/ngay dung trong 30 ngay.

Nhiém Candida & migng — hong: 1 vién x 1 1dn/ngay ding trong 15 ngay. § ngutil bénh AIDS, cdy ghép cd quan hodc gidm bach
cdutrung tinh : 2 vién x 1 4n/ngay diing trong 15 ngay.

N&m méng : udng 2-3 dgt, mBi dgt 7 ngay, ngay ubng 4 vién, sang 2 vién, chidu 2 vién. Cdc dot diéu tri ludn cach nhau bdi 3 tudn
kh6ng dung thudc. Hodc diéu tri lién tuc 2 vien x 1 14 n/ngay diing trong 3 thang.

Nhi&m n&m ndi tang:

- Nhiém Aspergillus: 2 vién x 1 14n/ngay, diing trong 2-5 thang, néu b&nh lan t9a cd thé tang liéu2 vién x 2 [An/ngay.

- Nhiém ndm Candida: 1-2 vién x 1 1n/ngay, ding trong 3 tudn dén 7 thang.

- Nhiém ndm Cryptococcus ngodi mang ndo: 2 vién x 1 Idn/ngdy, ding trong 2 thang d&n 1 nim.,

- Viém mang nao do Cryptococcus: 2 vién x 2 1n/ngdy. Didu trj duy tri; 2 vién x 1 14n/ngay.

- Nhiém Histoplasmava Blastomyces: 2 vién x 1-2 I&n/ngdy, thdi gian sif dyng trung binh 8 thang.

Diéu trj duy tri trong bénh AIDS: 2 vién/dn, ngay ubng 1 14n.

Oy phong trong bénh gidm bach cu trung tinh: 2 vién/I4n, ngay ung 1 14n.

THAN TRONG

Tuy trong diéu tri ngdn ngdy, thuSc khong Iam r6i loan chiic ning gan, nhung cting khdng nén ding thudt cho ngusi co tién sit
bénh gan hodc gan da bi nhiém dgc do céc thudc khac. Khi diéu trj dai ngay (trén 30 ngdy) phdi kiém tra dinh ky chic ning gan,
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Bénh nhan suy than: khd dung sinh hoc khi usng thudc Itraconazol gidm & bénh nhén suy thgn. N&n ki€m tra néng d6 Itracanazol
trong huyét tuong va diéu chinh ligu ding thich hgp.

Trong nhiém ndm Candida toan than nghi do Candida kha ng fluconazol thi c6 thé ciing khdng nhay cim voi itraconazol, Do vy,
cén ki€m tra tinh nhay cim véi itraconazol trusc khi didu tri,

PHU NO €O THAI VA CHO CON BU .
" Phy nil ¢d thai: Chi dung thudc khi that cdn thiet, /L_’H)/

Phy ni cho con bu: Khbng nén cho con b khi ding itraconazol. —

TAC BONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thubc khdng nh huing 18n kha nang I4i xe va vAn hanh may moc. Tuy nhién, & mot vai truding hop ¢6 thé xdy ra tac dung phy
chéng mat, dau ddu. Do do, khi gp c4c trigu chiing trén thi khong nén I4i xe v van hanh may méc khi dang st dyng thudc.
CHONG CHI BINH

Bénh nh&n qué man vdi thubc hay c4c thanh phn ciia thudc.

Khang nén sl dung thudc & phy ni ¢6 thai hoic cho con b, chi sif dung khi nhiém ndm ngi tang de doa dén tinh mang va khi Igi
ich diéu tri cao han nguy cd c6 hai cho thai nhi.

Diing déng thdsi véi thubc: terfenadin, astermizol, cisapride, triazolam va midazolam ung.

TUONG TAC THUOC

- Itraconazol 14 chat (c ché hé théng enzym cytochrom P450 3A do vay tranh ding d6ng thai itraconazol véi cac thuSc duge
chuyén ha bdi hé théing enzym nay vi néng do cac thusc nay trong huyét tuong cd thé tang din dén tang va kéo dai tic dyng
diéutri va ca tic dung khéng mong mudn,

- Terfenadin, astemizol, cisaprid c6 thé tang ndng do trong huyst tuong néu udng ciing véi itraconazol, d& dan dén loan nhip tim
c6 thé chét ngudi. Chding chi dinh phéi hop nay.

- Diazepam, midazolam, triazolam uéng dugc chéng chi dinh ding ciing itracanazol, N&u midazolam dugc tiém tinh mach trong
tién me dé phiu thudt thi phii theo di that cZn thin vi tac dung an thin o6 thé keo dai.

- Itraconazol diing ciing v6i warfarin 1am ting tac dung chdng dong clia ch4t nay. C4n theo doi thai gian prothrombin & ngudi
bénh d& gidm lidu warfarin n&u cin.

- V6i cdc thubc chen calci c6 thé gdp phi, b tal, C4n phai gidm liéu néu cdn.

- V6i céc thudc ha chalesterol nhom (e ché men khir HMG-CoA reductase nhy lovastatin, atorvastatin, simvastatin, pravastatin...
itraconazol ¢6 thé lam ting néng o cac thudc nay trong méu. B& gidm nguy ca viém cd hoic bénh co, cé thé tam ngiing
thude ndy néu cdn phai diéu tri ndm toan than.

- Digoxin, diing ciing v6i itraconazol, néng do trong huyét tuong sé ting. Phai theo dai d€ diéu chinh lidu.

- Ha dubing huyét ning i xa i g qﬁgﬁmag mm éﬂuﬁc chéng n&m azol, VI vay cdn
theo doi chit ché ndng do amﬁﬂﬁg 48 digVcHirthY| ¢ (ofieiprt ng. *
- Itraconazol c&n méi truing acid dich vi dé dugc hap thu t6t. Vi vay néu ubng ciing c4c khéng acid, hodc cac chit khang H, (nh
cimetidin, ranitidin) hoéic omeprazol, sucralfat, khd dung sinh hoc clia itraconazol s bi gidm dang k&, lam mt tic dung d
chéng ndm. Vi vy khdng nén ding déng thoii hoac phai thay itraconazol bang fluconazol hay amphotericin B. %x

- Cdc thubc cdm (ng enzym vi dy rifampicin, isoniazid, phenobarbital, phenytoin lam gidm néng dg clia itraconazol trong huy8t “\" c\\.
tuong. Do do nén thay thudc chding ndm khéc néu xét thay diéu tri bing isoniazid hodc rifampicin 13 c4n thiét, '
TAC DUNG KHONG MONG MUGN .
Khi di€u tri ngdn ngay, tac dung khong mong mudn c6 thé xdy ra I bubn nén, dau bung, nhilc ddu va kho tiéu. Khi diéu trj dai R co *
ngay G ngudii bgnh da c6 bgnh tiém 4n va phai ding nhiéu loai thudc cling Iic thi tic dyng kh6ng mong mudn xay ra nhiéu hon, S /
Thung g3p: Chong mét, dau ddu, bubn nbn, dau bung, t4o bén, 161 loan tidu héa, @j,

[t gp: Céc phan iing dj dng nhy ngda, ngoai ban, n8i may day va phii mach; hol chifng Stevens — Johnson; di loan kinh nguyét. =

tang men gan c6 héi phyc, viém gan, d4c biét sau khi diéu tri thai glan dai.

Ngoai ra cdn c6 nguy co gidm kall huy8t, phil va rung long, toc, dic biét sau khi diéu trj thoi gian dai trén 1 thang véi Itraconazol.

R4t hiém gdp bénh thn kinh ngoai vi,

Théng bédo cho thdy thudc tac dung khng mong musn gap phai khi sif dung thuc,

Hudng dan xif tri tic dung khong mong mudh

Binh ky theo ddi enzym gan, ngiing thudc néu thdy bat thudng v diu hiéu viem gan.

QUA LIEU VA XU TRI

Hign chua c6 nhiéu dT ligu vé cac truting hop qué liéu, Trong trudng hgp st dung qua liu cdn diéutrj
phdp hd trg, rifa da day néu cén thigt. Khéng cé thubc gidi doc dac higu. Khdng loai dugc Itraconaze
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rigu ch(mg va/ding céc bién
g ‘T _gh mau.

HAN DUNG 36 thang ké tif ngay san xuit,
BAD QUAN Noi kh, mat (dudi 30 °C). Tranh dnh séng.
TIEU CHUAN Tigu chusn cd s,

TRINHBAY-*~._  Hop1vix4vien.
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TUQ.CYC TRUONG ' HUYNH TAN NAM
P.TRUCNG PHONG TENG GIAM DOC
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