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“Thuébc nay ch: dung theo don cua bac st”

Thanh phin, ham lweng ciia thude:

MGbi vién nang cimg c6 chira:

Hoat chat: Itraconazol (du6i dang vi hat chira 22% hoat chat) 100 mg

Td dugc: Vi hat khong chia hoat chét, vo nang cimg rdng s6 0, t& dugc trong vi hat (vi hat duong,
hydroxypropyl methyl cellulose, polyethylen glycol 6000, tinh bdt ngd, titanium dioxid)

M@ ti san phAm: Vién nang cimg
Quy cach déng géi: Hop 10 vién/vi x 1 vi/hop

Thudc ding cho bénh gi?
Itraconazol duge ding trong diéu trj cac trudng hop sau:

Phu khoa: Candida 4m dao-4m ho.

Nhiém Candida miéng

Bénh ngoai da gdy ra bdi céc vi sinh vat nhay cam véi itraconazol (Trichophyton spp.
Microsporum spp. Epidermophyton floccosum) nhu ndm da chén (tinea pedis), ndm da dui (tinea
crusis), nam da toan than (tinea corporis), nam da tay (tinea manuum)

Lang ben (Pityriasis versicolor)

Ném moéng do dermatophyt vi/hojc nAm men.

Nhiém Candida toan than

Néam ndi tang: nhiém nidm ndi tang do ném Aspergillus va Candida, nhlem nim
Cryptococcus (ké ca viém mang ndo do Cryptococcus: & nhitng bénh nhén Suy giam mién dich bi
nhiém Cryptococcus va hau hét cac bénh nhan nhidm Cryptococcus & hé than kinh trung uong, chi
sit dung itraconazol khi liéu phép ban dau to ra khong phu hqp hoac vO hiéu), nhiém nam
Histoplasma, Sporothrix, Paracoccidioides, Blastomyces va céc nhiém nédm ndi tang hodc nhiém
ndm viing nhiét déi hiém gap khac hoic khong dung nap v6i Amphotericin B.

. Diu trj duy tri & bénh nhan nhiém AIDS dé ngin nglra nhiém nim khl cac thude khac
khong ¢6 higu qua.

Do dac tinh dugce dong hoc, vién ubng itraconazol khong nén sir dung dé b daudiéu tri
trong cac truong hgp nhiém nim toan than ning, de doa tinh mang. Trong cdc truong%’dpméy, dang
bao ché tiém truyen duge sir dung trong giai doan ban dau, sau d6 co thé sir dung vién ubng
itraconazol dé diéu tri duy tri.

Nén dung thube nay nhur thé nao va lleu lwgng?
Dé dat sy hap thu t5i da, cin thiét phai uong itraconazol ngay sau khi &n no.
Lich trinh diéu tri ¢ nguoi Ion (trén 18 tudi) cho méi chi dinh nhu sau:

Chi dinh Liéu ding Thoi gian diéu tri

Nam Candida am h - am dao 2 vién nang (200 mg)/lan x 2 lan!ngay 1 ngay
hodc 2 vién nang (200 mg}ﬂan x 1 lan/ngay | 3 ngay

Nhiém nam ngoai da, lang ben: [ 2 vién nang (200 mg)/lén x 1 lan/ngay 7 ngdy




/7 23085882,
V4 -Q\Q = = O‘C‘\\\

Y -
L Qs """.'C Tv

r‘r1 PHAN

Chi dmh‘/ -t 1

A
ﬂ‘\

Licu dung

Thoi gian diéu tri

dactodn, thin, | *j da
1 /

1 vién nang (100 mg)/lan x 1 lanfngay
hodc 2 vién nang (200 mg)/lan x 1 lan/ngay |

7 ngaz

15 nga?f

0
: an, datay)/ I vién nang (100 mg)/lan x 1 lan/ngay 30 ngay
_Nhi%m n "' RAg l vién nang (100 mg/lan) x 1 lan/ngay 15 ngay'
': & mot sb fi suy giam mién dich nhu ¢6 bénh AIDS, giam bach clu trung tinh ho#c dang

sir dung thude chong thai ghép, sinh kha dyng dudng ubng cta itraconazol ¢6 thé giam. Trong cac
trudng hop ndy can phai diéu chinh ting lidu.

Nhiém nam mong:

Bénh nim mong co thé dugc diéu tri bing cach sir dung ché do diéu tri ngit quang hoc lién tuc.
- Che d6 diéu tri ngit quang: Theo bang dudi day
Liéu sir dung 2 vién nang (200 mg)f‘lin %2 lanfngay trong 1 dot diéu tri 1a 1 tudn (7 ngay)

DAi v6i diéu tri nhiém ndm mong tay, cn diéu tri 2 dot. Déi véi diéu tri nhiém ndm méng chan, cin
diéu tri 3 dot. Khoang cach gitta céc dot didutrila3 tuan (khong dung thude). Pap mg 14m sang s&
dugc thdy rd khi méng phat trién trd lai sau khi ngirng diéu tri.

Vi tri nhiém ndm | Tuan | [Tuin2 [Tudn3 [Tudn4 |Tudn5 | Tudn6 | Tuan7 | Tuan 8 | Tuan 9
mon

Nhiem nam méng | Pot 1 [ Khong  diéu tri véi | Dot2 [Khéng didu tri  véi | Dot 3
chin (c6 hoic itraconazol itraconazol

khong c6 ndm

mong tay)

Nhiém nam moéng | Dot 1 | Khéng  diéu tri  vdi | Dot 2

tay itraconazol

- Ché d6 diéu tri lién tuc: 2 vién nang (200 mg)flﬁn x 1 1an/ngay trong 3 thang.
Sur thai trir itraconazol khoi té chirc da va moéng chdm hon sy thai trir khoi huyet tuong. Cac hiéu
qua ti vu vé 1am sang dat dugc 2-4 tuan sau khi két thic liéu trinh diéu tri nAm da va 6-9 thang sau
khi két thic liéu trinh diéu tri ndm mong.

Ndm néi tang:

Liéu ding thay di ty theo loai vi ndm nhiém

Nhiém nam Candida

1 vién nang (100 mg)/lan
dén 2 vién nang (200
mg)llan x | lan/ngay

3 tuan — 7 thang

Chi dinh Liéu ding Thoi gian diéu tri Chay
Nhiém ndm Aspergillus | 2 vién nang (200 mg)/lan x | 2 — 5 thang Tang lieu 1én 2 vién
1 lanfngéy nang (200 mg)/lan x 2

lam‘ngay trong trudng
hop nhiém trung lan
rong

Cryptococcus co gay
viém mang nio

2 lan/ngay

Nhiém nam 2 vién nang (200 mg)/lan x | 10 tuan Dléu tri duy 1 trong
Cryptococcus khong gay | 1 lan/ngay truong’ hop cé
viém mang ndo vié g ndo: 2
Nhiém nam 2 vién nang (200 mg)/lan x | 2 thang — 6 thang vien nang (200

mg)/lan x 1 lan/ngay

Nhiém nam Histoplasma

2 vién nang (200 mg)/lan x
1 1an/ngay hodc ‘
2 vién nang (200 mg)/lan x

2 lan/ngay

8 thang

>



ap-thurif az0l & nhimg bénh nhén c6 ndng d6 acid da day giam va bénh nhan AIDS
c6 thé din dén giam nong d¢ itraconazol trong m4u va gidm hiéu qué diéu trj. Can giam sat ndng do
thudc trong méu (néu thiy can thiét) dé didu chinh kip thoi.

St dung cho tré em:

Céc dir liéu 1am sang vé viéc sir dung itraconazol & trong nhi khoa con han ché, vi vdy khong nén
ding itraconazol cho tré em trir khi i ich diéu trj cao hon nguy co cé thé xay ra.

Du phong nhim nédm: Chua c6 dir liéu v& hiéu qua trén tré em c6 giam bach cau trung tinh. Liéu 5
mg/kg/ngdy, chia 2 1an dugc sir dung an toan cho tré em. Do ddc thi cua dang bao ché (dang vién
nang cirng), khéng sir dung cho tré em dudi 6 tudi vi tré chua thé nudt vién nang

Stz dung cho nguedi cao tuoi:

Céc dir liéu 1am sang vé viée sir dung itraconazol & ngudi cao tudi con han ché, vi véy khéng nén
dung itraconazol trir khi lgi ich diéu trj cao hon nguy co ¢6 thé xay ra.

Sit dung cho bénh nhan suy than: Kha dung sinh hoc khi udng itraconazol gidm ¢ nhiing bénh nhan
suy than. Nén diéu chinh liéu itraconazol cho thich hop.

Sit dung cho bénh nhan suy gan: ltraconazol dugc chuyén héa chu yéu & gan. Thoi gian ban huy
cua itraconazol & bénh nhéan xo gan hoi kéo dai.

Kha dung sinh hoc udng & bénh nhan xo gan ¢6 hoi giam. Didu chinh lidu itraconazol cho thich
hop.

Khi nao khéng nén ding thude nay?

Khong dung itraconazol ¢ nhitng bénh nhan qua min véi itraconazol hodc bét ky thanh phin
nao cia thude.

Céc thude sau chéng chi dinh diing chung véi itraconazol vién:
+ Céc thude duge chuyén héa bdi CYP3A4 ma c6 thé gy kéo dai doan QT vi du: astemizol,
cisaprid, dofetilid, levacetylmethadol (levomethadyl), mizolastin, pimozid, quinidin, sertindol va
terfenadin la chéng chi dinh diing chung véi itraconazol. Khi ding chung ¢6 thé lam tang ndng do
céc thube ndy trong huyét tuong, két qua 1a kéo dai doan QT va truomg hop hiém xay ra xoén dinh.
+ Céc thudc trc ché HMG-CoA reductase dugc chuyén héa boi CYP3A4 nhu la lovastatin va
simvastatin,
+ Céc thube triazolam va midazolam uéng.
+ Céc thude ergot alkaloid nhu la dihydroergotamin, ergometrin (ergonovin), ergotamin va
methylergometrin (methylergonovin).

Itraconazol chéng chi dinh cho phu nir ¢6 thai (ngoai trir nhiing truéng hop de doa tinh
mang).

Nén thén trong ngira thai ddy du sudt thoi ky kinh nguyét & phu nit dang diing itraconazol.

Téc dung khéng mong mudn (néu cé): .
Nhirng tic dung phu thuong gap nhét trong nghién ctru lam sang (2104 bénh\nhén sir dung
itraconazol) thudmg c6 ngudn goc trén dudng tiéu hoa (da day, gan) hodc trén da. Kinh nghiém sau
khi dua ra thj truong: Ty timg loai hé co quan tac dung ngoai y duogc ghi nhén c6 tin suit dugc
quy udc nhu sau: .

Céc phan (mg bat lgi cua thudc theo tin sé (rdt thuong gip (= 1/10), thuong gip (>1/100 dén
<1/10), it gap (>1/1000 dén <1/100), hiém gip (>1/10.000 dén <1/1000), rit hiém (<1/ 10.000).

| VRO



1l | Téc dung ngoai y
af taq mau va bach/hyyét
ofip " Nt /.. Giam bach cau
Khéng a2 S/ Giam bach cau trung tinh, giam tiéu cau
RGi loan hé mién-di
It gap Hoéi chimg qua man
Khong rd tan suft Phan tng phan vé, phan tng dang phan vé
pht mach, bénh huyét thanh
R&i loan chuyén héa va dinh dudng
Thudng gip Chaén én hodc ting cam gidc thém an
Khong rd tan sut Ha kali mau, ting triglycerid mdu
R6i loan hé than kinh
_it_gap Nhirc dau, chéng mat, di cam
Hiém gép Ha huyet ép
Khong rd tan suat Bénh ly than kinh ngoai bién
R&i loan thi gidc
Hiém giip Réi loan thi gide
Khong rd tan suat Nhin m& va song thi
R&i loan thinh gidc va tién dinh
Hiém gip U tai
Khéng rd tan sudt Suy giam thinh lyc tam thoi hodc vinh vién
RAi loan nhip tim
Khoéng rd tan suat | Suy tim sung huyet
R4i loan ho hap
Khong 5 tan suat | Chimg phu né phoi
RA&i loan tiéu hoa
Thudng giip Pau bung, budn nén
It gap Non, tiéu chay, tdo bén, kho tiéu, rdi loan vi
giac, day hoi
Hiém gip Viém tuy
Rdi loan gan mat
It gap Tang bilirubin huyét, ting enzym ASAT,
ALAT
Hiém gip Tang men gan
Khong rd tan suat Suy gan cap tinh, viém gan, ngd ddc gan
R&i loan da va md dudi da
Thudng gép Phéat ban
It gép May day, rung tc, ngira
Khéng 6 tan suat Hoi chimg TEN  (Toxic idermal |-
necrolysis), Hoi chimng Stevens}%{lpsm;
hdng ban da dang, viém da tréc vay; viém
mach mau qua man, ting nhay cam v&i anh
sang
R&i loan co xuong va mo lién két
Khong r tan suat | Pau co, dau khép
R&i loan thdn va tiét niéu
Hiem gép Da nigu
Khong rd tan suat Tiéu khong kiém soat
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Lgap \o\PHUCLONG /_/ Rai loan kinh nguyét
Khong ro@nsudt </ R&i loan cuong dwong
ROi loan tong-qUAto "=
it gap Sung phti
Hiém gap St

Néu gip bét cir phan (mg phy nao chua dugc néi & trén khuyén bénh nhan hay hoi y kién bac s hay
dugc si.
Thong bdo ngay cho bdc sy khi gdp phdi cdc tic dung khong mong muén ciia thubc.

Nén tranh ding nhirng thube hoiic thwe phim gi khi dang sir dung thube nay?

Nhimng thuéc anh hudng dén sy hip thu cua itraconazol:

Su hép thu cua itraconazol s& kém khi sir dung chung nhitng thudc 1am giam tinh acid cua da day.
Céc thude anh hudng trén su chuyén hoéa itraconazol:

Itraconazol chuyén héa chi yéu béi men cytocrom CYP3A4. Hién nay chua c6 mét s6 liéu
nghién ctru chinh thirc cho céc thudc cam @mg men khéc nhu la carbamazepin, phenobarbital va
isoniazid, nhung cdn tién lugng nhimg hau qua tuong tu c6 thé xay ra.

Nhirng ché} tc ché manh enzyme nay nhu: ritonavir, indinavir, clarithromycin va

erythromycin c¢6 thé lam tang kha dung sinh hoc cua itraconazol.
Téc dung cua itraconazol trén su chuyén héa cua nhimg thudc khéc: itraconazol ¢6 thé (rc ché su
chuyén hod cta nhimg thude dugc chuyén hod bai men cytocrom ho 3A. Diéu nay c6 thé dua dén
su gia ting va/hodc kéo dai tic dung cua chiing ké ca tac dung phu. Khi sir dung diéu tri ddng thoi,
cac thube turong tmg nén dugc tham vén vé thong tin dudng chuyén hoa.

Nén than trong cén nhéc khi sir dung ddng thoi itraconazol va thudc chen kénh canxi. Hon
nira, twong tac vé dugc dong hoc c6 thé xay ra cé lién quan véi nhitng thudc chuyén héa boi men
CYP3A4, thubc chen kénh canxi, gdy nén anh huong dén su co thit tim am cyc, lam gia tdng anh
hudng nay cua itraconazol.

Nhimng thude sau nén duge theo dai sat ndng d trong mau, tic dung hay tac dung phu. Néu
diéu trj phdi hop vai itraconazol, cac thudc nay nén giam liéu khi cén:

+ Thude chdng dong dudmg udng.

+ Thude (e ché protease HIV nhur 14 ritonavir, indinavir, saquinavir.

+ Mot sb thube diéu tri ung thu nhu 1 vinca alkaloids, busulphan, docetaxel va trimetrexat.

+ Thubc trc ché canxi chuyén héa bai CYP3A4 nhu 1a dihydropyridin va verapamil.

+ Mot sb thude trc ché mién dich: cyclosporin, tacrolimus, rapamycin, (ciing nhu sirolimus).

+ Cac thude khac: digoxin, carbamazepin, buspiron, alfentanil, alprazolam, brotizolam, midazolam
tiém mach, rifabutin, ebastin, reboxetin, cilostazol, disopyramid, eletriptan, halofantrin, repaglinid.
Khong thay twong tac giira itraconazol véi zidovudin (AZT) va fluvastatin. Khoéng thiy anh huong
cua itraconazol trén chuyén héa cua ethinyloestradiol va norethisteron.

Téc dung trén sy gén protein huyét tuong: Nhing nghién citu in vitro dd cho thy kh cosu
twong tranh trén sy gin protein huyét twong giira itraconazol va imipramin, propranolol/ diazéﬁam,
cimetidin, indomethacin, tolbutamid va sulfamethazin. ?

Cin lam gi khi mot lin quén khong ding thude?
Tiép tuc ding thudc theo lidu khuyén cdo.

Cin bio quéan thude nay nhw thﬁ nao?
Bao quan trong bao bi kin, trAnh 4m, tranh anh séng, & nhiét do dudi 30°C.




Trong tru ng ojgg. AAeu, nén dp dung céac bien phap hd trg. Trong vong 1 glbr dau sau khi ubng
nén rira da day. C6 thé sir dung than hoat néu nhu thay thich hop. Khéng thé loai bé itraconazol
bing thdm phan mau. Khéng c6 thube giai doc dic hiéu.

Nhimg diéu cin thin trong khi dung thudc nay?
Anh hwong trén tim:
Khéng nén dung itraconazol ¢ nhirng bénh nhén bi suy tim sung huyet hoﬁc c6 tién sir suy | tim sung
huyét trir khi lgi ich diéu trj cao hon nguy co. Nhitng bénh nhén c6 yéu to nguy co bao gdm: bénh
tim, bénh thiéu mau cyc bd va b¢nh van tim, bénh phdi nang: nhu la bénh phéi tic nghén man tinh;
suy thén va céc rdi loan phii né khac. Trén nhitng bénh nhén nay nén dugc thong béo trude nhimng
triéu chitng suy tim sung huyét trong sudt thoi gian diéu tri. Néu thay c6 triéu chimg xuat hién, nén
ngung str dung itraconazol.
Itraconazol ¢6 thé trc ché sy chuyen hoéa cua thude chen kénh canxi. Vi vy can than trong khi sir
dung ddng thoi itraconazol va thudc chen kénh canxi.,
Str dung o tré em: )
Céc diY lidu 1am sang vé viéc ding itraconazol & bénh nhi con han ché. Khong nén dung itraconazol
& bénh nhi trir khi loi ich diéu tri cao hon nguy co ¢6 thé xay ra.
Anh hweong trén gan: Rét hiém c6 trudng hgp nhiém ddc gan ning ké ca vai truong hop suy gan cép
gy nguy hai tinh mang khi sir dung itraconazol.
Suy gan:
Itraconazol dugc chuyén héa chii yéu & gan. Thoi gian bdn hiy tén cling cua itraconazol & bénh
nhan xo gan hoi kéo dai. Kha dung smh hoc dudng ang ¢ bénh nhén X0 gan c6 hoi giam. Nén
gidm st nong do itraconazol trong huyét tuong dé diu chinh lidu khi cin thiét.
Suy thdn:
Kha dung sinh hoc khi ubng cua itraconazol glam & nhitng bénh nhan suy thin. Nén gidm st ndng
d6 itraconazol & huyét tuong va diéu chinh liéu thich hgp.
Bénh nhén suy giam mién dich:
Trong vai bénh nhan suy giam mién dich (vi dy: bénh bach ciu, AIDS hodc bénh nhéan ghép co
quan) kha dung sinh hoc cia itraconazol (udng) co thé ting. \
Bénh nhdn nhiem ndam ngi tang de doa tinh mang:
Tay theo tinh chit dugc dong, itraconazol vién khéng dugc khuyén khich cho dieu lq/ém dau
nhitng bénh nhén nhiém nam noi tang dang de doa tinh mang.
Benh nhdn AIDS: J
Didu tri nhi®m ndm ndi tang & bénh nhin AIDS nhu nhiém nidm sporothix, blastomyces,
histoplasma hodc cryptococcus (viém mang ndo va ngoai méang ndo) va nhimng bénh nhén ¢ nguy
co tai phat, bac si diéu tri nén can nhic dé diéu tri duy tri.
Tinh nhay cam chéo: Can than trong trong viéc ké toa itraconazol cho nhitng bénh nhéan nhay cam
v6i cdc thude thude nhom azol khac.
Bénh thén kinh: Néu xay ra bénh 1y thin kinh ma c6 thé quy cho itraconazol, nén ngung diéu tri.
Thoi ky mang thai:
Thai ky:

Itraconazol khong sur dl_,mg cho phu nir ¢6 thai ngoai trir nhitng truong hop de doa tinh mang
ma da duoc can nhéc loi ich diéu tri cao hon nguy co ¢6 hai cho bao thai.

Str dung trong thai ky thdy ¢ nhv.mg trudng hgp bat thudng bam sinh, bao gém nhimg di tat
vé xuong, vé dudng sinh duc-niéu, vé hé tim mach, di tit nhan khoa ciing nhu céc di tat vé nhiém



/.57 CoNG TY XA\
sic thé va ﬂa djamﬁﬂhﬁn Sn uyén nhan gay nén di tat trén co lién quan dén sir dung itraconazol la
khéng dqqc it adniAm
u\llpﬁglﬂl_?‘ }/ Kii sir dung itraconazol trong 3 thang dau thai ky & hau hét bénh nhén
who véi lifu diéu tri ngén han, khong thay tiang thém nguy hai vé nhimg
ong co truong hop qudi thai nao.

diéu tri !
dititso v ), chorn
Phu nir trong tu 1 deé:
Phu ni¥ trong tudi sinh dé khi str dung itraconazol nén thn trong ngira thai. Nén ngira thai lién tuc
trong sudt chu ky kinh nguyét cho dén khi két thic tri liéu véi 1traconazol
Thoi ky cho con bii: Chi mét lugng rat nho 1’craconazol duoc tiét ra trong sira me. Vi vdy, nén cin
nhic loi ich diéu tri bing itraconazol véi nguy co tiém ting & phu nir dang cho con bii. Trong
trudng hop nghi ngd, bénh nhéan khéng dugce cho con bu
/fnh hwdng cia thube lén kha nang ldi xe va vﬁn hanh mdy méc: Du céce tac dung khong mong
mudn 1én hé than kmh la rit hiém gap, tuy nhién nén than trong l4i xe va van hanh may moc.
Khi nito cin tham véin bic si, dwge si?
Cén tham vén bac si, duge sn khi gép phai céc tac dung khfmg mong mubn khi sir dung thudc.
“Néu cdn thém thong tin xin héi y kién bdc T hodc dicge si”
Han dung cia thude:
36 théng ké tir nga_y san xuét
Tén, dia chi, biéu twgng (néu c6) ciia co s& sin Xuét:
Cong ty cb phin dwge pham Me Di Sun

S6 521, khu phd An Loi, phuong Hoa Lgi, thi x4 Bén Cat, tinh Binh Duong

Ngay xem xét stra ddi cip nhit lai ndi dung huéng din sir dung thuéc dd/mm/yyyy

aam

Phén danh cho cdn bby #

CAC PAC TiNH DU'(JC LU’C HOQC:

Nhom duqc Iy: Thubc khang ndm dudng udng, dan xuét triazole, c6 phd khang ndm rong

Mia ATC: J02ACO02

Itraconazol la mQt chit triazol téng hop chdng nim c6 téc dung t6t hon ketoconazol déi véi mét s6
ndm, dic biét dbi voi Aspergillus spp. N6 ciing ¢6 tac dung chéng lai Coccidioides, Cryptococcus,
Candida, Histoplasma, Blastomyces va Sporotrichosis spp.. Itraconazol trc ché cac enzym phu
thudc cytocrom P450 ciia nam do dé lam trc ché sinh tong hop ergostcrol gy r01 loan chirc nang
mang va enzym lién két mang, anh huo*ng dén su séng va phat trién cia té bao ndm. Mt s6 nghién
ciru in vitro da thong bdo mot sé nam phén 1ap dwoc trong 14m sang, ké ca cac loai Candida, khi da
kém nhay cam véi cac din chat azol khéc

CAC PAC TINH DUQC PONG HQC:

Déc tinh duge dong hoc tdng quat:
No6i chung, itraconazol dugc hap thu tét. Nong do dinh trong hu_‘,et tuong dat duge tr&gﬁhfﬂng 2-
5 gid sau khi udng thudc. Itraconazol dugc chuyén hoéa chu yéu & gan thanh nhiéu chét ¢ yén hoa.
Chat chuyén héa chinh la hydroxy- itraconazol, vdi nong do trong huyét twong vao khpang gap 2 lan
ndng d cua thudc khong chuyén héa. Thoi gian ban hily sau ciing itraconazol 1a khoang 17 git sau
khi ung lidu don va tang lén 3442 gid v6i nhimg liéu 1ap lai. Dugc dong hgc cua itraconazol ¢6 dac
dlcm la khong tuyén tinh, do d6 c6 sy tich tu trong huyet tuong sau nhiéu lidu udng. Trang thai
nong d6 hing dinh dat dugc sau khoéng 15 ngay, v&i nong d¢ dinh 0,5 mcg/m! 1,1 meg/ml va 2,0
meg/ml tuong (ng voi sau khi ubng lidu 100 mg/ngay, 200 mg x 1 lan/ngay va 200 mg x 2
lan/ngay.

- Hép thu: Itraconazol dugc hdp thu nhanh chéng sau khi uong Nong d6 dinh trong huyét
tuong cia thudc khong ddi va dat duge trong vong 2-5 gid sau | liéu udng. Kha dung sinh hoc cua
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itraconazgl, thaﬂanS '% kha dung sinh hoc dudmng uéng dat téi da khi udng ngay sau khi 4n
no. R\ PHlG LoNG )

- _ traco)zéﬁ 4 phan bd khip toan by co the (> 700 L), phan bd nhiéu & md: md
phoi, thin, a4n Aay, lach va co, cao gép 2-3 lan ndng d twong g & huyét twong. O md
ndo so vdi huye vao khoang 1.

Chuyé};l héa: Itraconazol duge chuyén héa manh mé& & gan thanh nhiéu chét chuyén héa.
Chét chuyén héa chinh 1a hydroxy-itraconazol ¢6 hoat tinh khang nim trong éng nghiém tuong
duong itraconazol. Nong do chat chuyén hoa hydroxy trong huyet tuong gép 2 14n itraconazol.

Thai trix: Itraconazol dtro'c thai trir du6i dang chét chuyén hoa khong hoat tinh khoang 35%
trong nuéc tiéu trong vong 1 tudn va khoang 54% trong phan. Sur thai trir qua thén cua thude ban
dau it hon 0,03% liéu ding, trong khi sy thai trir qua phén & dang chua chuyén héa thay déi tir 3-

18% lidu dung.

P.

CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHi PINH:
Itraconazol dugc dung trong diéu trj cac trudng hop sau:

Phu khoa: Candida 4m dao-am ho.

Nhiém Candida miéng

Bénh ngoai da gdy ra bdi cac vi sinh vt nhay cam vdi itraconazol (Trichophyton spp.
M;crosporum spp. Epidermophyton floccosum) nhu nam da chén (tinea pedis), nam da doi (tinea
crusis), nAm da toan than (tinea corporis), nim da tay (tinea manuum)

Lang ben (Pityriasis versicolor)

Nim méng do dermatophyt va/hodc nim men.

Nhiém Candida toan thin

Ném noi tang nhiém ndm ndi tang do ndm Aspergillus va Candida, nhlem nim
Cryptococcus (ké ca viém mang ndo do Crypfococcus & nhitng bénh nhén suy giam mién dich bj
nhiém Cryptococcus va hau hét cac bénh nhin nhiém Cryprococcus & hé than kinh trung uong, chl
sir dung itraconazol khi liéu phép ban dau té ra khong phu hqp hogc v6 hiéu), nhiém nim
Histoplasma, Sporothrix, Paracoccidioides, Blastomyces va cic nhiém ndm ndi tang hodc nhiém
nam vung nhiét doi hiém gp khac hoic khong dung nap véi Amphotencm B.

Diéu tri duy tri & bénh nhan nhim AIDS dé ngin ngira nhiém ndm khi cac thudc khac
khong c6 hiéu qua.

Do dac tinh duge dong hoc, vién udng itraconazol khong nén sir dung dé bt dau didu tri
trong cac truong hop nhiém nam toan than nang, de doa tinh mang. Trong céac trudng hop nay, dang
bao ché tiém truyen duge sir dung trong giai doan ban dau, sau d6 c6 thé sir dung vién udng
itraconazol dé diéu tri duy tri.

Ll_eu lu't;mg' . :
bé dat sy hap thu t6i da, cén thiét phai uong itraconazol ngay sau an ,no
Lich trinh diéu tri & ngwéi Ion (trén 18 tudi) cho méi chi dinh an sau:

i

Chi dinh Lieu ding Thoi gian diéu tri
Néam Candida dm h¢ - 4m dao 2 vién nang (200 mg)/lan x 2 lém’ngay 1 ngay
hodc 2 vién nang (200 mg)!lan x1 !an!ngay 3 ngay
Nhiém nam ngoai da, lang_ben 2 vién nang (200 mg)ilan x 1 lanfngay 7 ngay
Nhiém ndm da toan than, nim da | 1 vién nang (100 mg)/1an x 1 lan/ngay 15 nga}z
dui hogc 2 vién nang (200 mg)/lan x 1 lan/ngay | 7 ngay
Nhiém nam da chan, da tay 1 vién nang (100 mg)/lan x 1 lan/ngay 30 ngay
Nhiém nam Candida migng I vién nang (100 mg/lan) x 1 lan/ngay 15 ngay'

1 O mot s6 bénh nhén suy giam mién dich nhu ¢6 bénh AIDS, giam bach cau trung tinh hofc dang
str dung thubc chong thai ghep, sinh kha dung duong udng cia itraconazol ¢6 thé giam. Trong céc
trudng hop nay can phai diéu chinh tang liéu.




-com
= 'hm.’rf-'.“%‘1~
0.3\
9/ CONG TY N\
Nhiém g éP:A."! il § ‘ _ ‘
Bénhn on ‘.cé't%%ug‘o idu tri biing céch sir dung ché dd diéu tri ngit quang hoic lién tuc.
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Lﬂﬂﬁ,ﬁ%, heo bang dudi day

ién nagg’ 200 mg)/1An x 2 lan/ngay trong 1 dot diéu tri 12 1 tuan (7 ngay)

Péi voi diéu tr ‘né méng tay, cAn didu tri 2 dot. DGi v6i didu trj nhi&m ndm mong chén, can
didu trj 3 dot. Khoang cach gilta céc dot diéu tri 1a 3 tudn (khdng dung thudc). Pap img l1am sang s&
duoc théy ro khi mong phit trién tro lai sau khi ngimg diéu tri.

Vi tri nhim nam | TuAn 1 | Tudn2 | Tuan 3 Tuan4 | Tuans | Tuan6 | Tuan7 | Tuan8 [ Tuan?9
mong

Nhiém nam méng | Dot 1 | Khong  diéu  tri  véi | Dot2 | Khong diéu tri véi|Dot3
chan (c6 hoic itraconazol itraconazol

khong c¢6 nim

mong tay)

Nhiém nim méng | Dot 1 Khong dieu tri voi| Dot2

tay itraconazol

- Ché db didu trj lién tuc: 2 vién nang (200 mg)/lan x 1 lan/ngay trong 3 thang.

3

Su thai trir itraconazol khai to chirc da va méng cham sy t

hai trir khoi huyét tuong. Céc hiéu qua tdi

wu v& 1am sang dat dugc 2-4 tudn sau khi két thiic liéu trinh diéu tri nim da va 6-9 thang sau khi két

théic liéu trinh diéu tri nAm moéng.

Nd:m noi tang: )
Liéu ding thay ddi tiy theo loai vi ndm nhiém

Chi dinh Li%u dung Thoi gian diutri | Chay
Nhiém nam Aspergillus | 2 vién nang (200 mg)/lan x | 2 — 5 thing Tang liéu lén 2 vién
1 1an/ngay nang (200 mg)/lan x 2

Nhiém nam Candida 1 vién nang (100 mg)/lan
dén 2 vién nang (200

mg)/Ian x 1 lan/ngay

3 tuan — 7 thdng

lan/ngay trong trudng
hgp nhiém tring lan
rong

2 vién nang (200 mg)/lan x
1 lan/ngay

Nhiém nam
Cryptococcus khong gay
viém mang ndo

10 tuan

Diéu tri duy tri trong
cic truong hop co
viém mang ndo: 2

2 vién nang (200 mg)/lan x
2 lan/ngay

Nhiém nam
Cryptococcus c6 gay
viém mang ndo

2 thang — 6 thang

vién  nang (200
mg)/lan x 1 lan/ngay

2 vién nang (200 mg)/lan x
I lan/ngay hodc )

2 vién nang (200 mg)/lan x
2 lan/ngay

Nhiém ndm Histoplasma

8 thang

- Sy giam acid da day: Sy hép thu itraconazol giam khi ndng do acid da day
dung chat ¢ ché tiét aéiﬂ/dich vi va ding

tin vé bénh nhan thiéu acid dich vi, bénh nhan dang si
céc san pham trung hoa acid dich vi.

g\@m. Cén biét 1 thong

Su giam hép thu itraconazol & nhimg bénh nhéan co ndng do acid da day giam va bénh nhz’in‘AIDS
co tpé dan dén giam nén'g dg itraconazol trong mau va giam hiéu qua diéu tri. Cén giam sat nong d
thude trong mau (néu thay can thiet) dé dicu chinh Kip thoi.

Sir dung cho tré em:

h?_,



£0 dir lleu vé hléu qua trén tré em c6 giam bach cdu trung tinh. Liéu 5
Csir d;mg an toan cho tre em. Do dﬁc thu cua dang bao ché (dang vién

Siur a‘ung cho ngwm cao tuoi:

Céc dir liéu 1am sang vé viéc sur dung itraconazol & ngudi cao tudi con han ché, vi vy khong nén
dung itraconazol trir khi lgi ich diéu tri cao hon nguy co ¢ thé Xay ra.

Str dung cho bénh nhdn suy thén: Kha dung sinh hoc khi udng itraconazol giam & nhirng bénh nhan
suy than. Nén diéu chinh liéu itraconazol cho thich hop.

Str dung cho bénh nhan suy gan: ltraconazol dugc chuyén hoa chu yéu & gan. Thoi gian bén hiy
clia itraconazol ¢ bgnh nhén xo gan hoi kéo dai.

Kha dung sinh hoc udng & bénh nhan xo gan ¢d hoi giam. Piéu chinh liéu itraconazol cho thich
hop.

CHGONG CHi DiNH:
- Khong dung itraconazol & nhitng bénh nhan qua mén véi itraconazol hogdc bat ky thanh phan
ndo ca thudce.

Cac thudc sau chong chi dinh dung chung véi itraconazol vién:
+ Céc thube dugc chuyén héa boi CYP3A4 ma cb thé gay kéo dai doan QT vi dy: astemizol,
cisaprid, dofetilid, levacetylmethadol (levomethadyl) mizolastin, pimozid, qulmdm sertindol va
terfenadin la chéng chi dinh dung chung véi itraconazol. Khi dung chung c6 thé lam tang ndng do
cée thube nay trong huyet tuong, két qua 1a kéo dai doan QT va trudng hop hiém xay ra xodn dinh.
+ Céc thudc e ché HMG-CoA reductase dugc chuyén héa bdi CYP3A4 nhu la lovastatin va
simvastatin.
+ Céc thudc triazolam va midazolam udng.
+ Céc thudc ergot alkaloid nhu l1a dihydroergotamin, ergometrin (ergonovin), ergotamin va
methylergometrin (methylergonovin).

Itraconazol chbng chi dinh cho phy nir ¢6 thai (ngoai trir nhirng truong hop de doa tinh
mang).

Nén thén trong ngira thai diy du sudt thdi ky kinh nguyét & phu nir dang dung itraconazol.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

Anh hieong trén tim:

Khong nén dung itraconazol & nhimg bénh nhén bj suy tim sung huyét hodc c6 tién sir suy tim sung
huyét trir khi lgi ich diéu tri cao hon nguy co. Nhitng bf;l‘lh nhén c6 yéu td nguy co bao gom: bénh
tim, bénh thiéu méu cyc b va bénh van tim, bénh phdi ning: nhu 12 bénh phdi tic nghén man tinh;
suy than va cdc roi loan phii né khéc. Tren nhing bénh nhén nay nén dugc thong bao true nhitng
triéu chirng suy tim sung huyét trong sudt thoi gian diéu tri. Néu thdy c6 triéu chimg xuit hlen r;en

ngung sir dung itraconazol. \éo\-.
Itraconazol ¢6 thé trc ché sur chuyen héa ciia thube chen kénh canxi. Vi vay can than g*léhl su
dung ddng thai itraconazol va thude chen kénh canxi.

Sir dung o tré em:

Céc dit liéu 1am sang vé viéc dung itraconazol & bénh nhi con han ché. Khong nén dung itraconazol
& bénh nhi trir khi 1gi ich diéu tri cao hon nguy co c6 thé xay ra.

Anh huong trén gan: RAt hiém c6 trudng hop nhiém ddc gan niing ké ca vai trudng hop suy gan cép
gy nguy hai tinh mang khi sir dung itraconazol.

Suy gan:



h& yéu & gan. Thoi g:an ban hiiy tan cling cua itraconazol ¢ bénh
, 3/ dyng sinh hoc dudng uong & bénh nhan xo gan ¢6 hoi giam. Nén
gidm sat nOngAo -trong huyét twong dé didu chinh lidu khi can thiét.

Suy than: ' 5 '

Kha dung sinh hc“)trki'ﬂ ua‘ng cua itraconazol glém & nhirng bénh nhén suy than. Nén giam sat nong
d6 itraconazol & huyét tuong va diéu chinh liu thich hop.

Bénh nhdn suy giam mién djich:

Trong vai bénh nhén suy giam mién dich (vi du: bénh bach chu, AIDS hoic bénh nhan ghép co
quan) kha dung sinh hoc ciia itraconazol (udng) c6 thé tang.

Bénh nhadn nhlem nam noi tang de doa tinh mang:

Tuy theo tinh chét dugc dqng, itraconazol vién khong dugc khuyén khich cho didu tri khoi dau
nhirng bénh nhéan nhiém nam ndi tang dang de doa tinh mang.

Bénh nhdn AIDS:

Pidu tri nhiém nim noi tang & bénh nhan AIDS nhu nhiém ndm sporothix, blastomyces,
histoplasma hodc cryptococcus (viém mang na’lo va ngoai mang ndo) va nhitng bénh nhén cé nguy
co tai phat, bic si diéu tri nén can nhic dé diéu tri duy tri.

Tinh nhay cam chéo: Can than trong trong viéc ké toa itraconazol cho nhig bénh nhén nhay cam
v6i cée thude thuge nhém azol khéc.

Bénh than kinh: Néu xay ra bénh ly than kinh ma c6 thé quy cho itraconazol, nén ngung diéu tri.
Thoi ky mang thai:

Thai ky:

Itraconazol khéng sir dung cho phy nir ¢6 thai ngoai trir nhimg trudng hop de doa tinh mang
ma da duoc can nhic lgi ich diéu tri cao hon nguy co ¢6 hai cho bao thai.

Sir dung trong thai ky thay c6 nhirng truomg hop bét thudmng bam sinh, bao gdm nhung di tét
ve xuong, vé dudng sinh duc-niéu, vé hé tim mach, di tit nhan khoa cung nhu céc dj tat vé nhiém
sc thé va da di tat, Nhimng nguyén nhén gy nén dj tat trén co lién quan dén sir dung itraconazol 1a
khong dugc biét dén.

Dir liéu dich t€ hoc khi sir dung itraconazol trong 3 thang dau thai ky & hau hét bénh nhan
diéu trj candida am dao, 4m ho vdi liéu diéu tri ngén han, khong thiy ting thém nguy hai vé nhirng
di tit so v&i nhém chimg, khong c6 truong hop quai thai nao.

Phu nit trong tuon sinh dé:

Phy nit trong tudi sinh dé khi sir dung itraconazol nén thdn trong ngira thai. Nén ngtra thai lién tuc
trong su6t chu ky kinh nguyét cho den khi két thuc trj liéu véi ntraconazol

Thei ky cho con ba: Chi mét lugng rat nho itraconazol dugc tiét ra trong sita me. Vi vay, nén cén
nhéc loi ich diéu tri bing itraconazol v&i nguy co tiém tang & phu nir dang cho con bud. Trong
truong hop nghi ngd, bgnh nhan khéng dugc cho con b - -
Anh hwdng cia thube Ien khd ndng Idi xe va vin hanh mdy mdc: Du cac téc l/{hﬁhg mong
mubn 1én hé than kinh 14 rat hiém gap, tuy nhién nén than trong ldi xe va van hanh m ‘moc.
TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

Nhung thuéc anh huang dén sy hip thu cia itraconazol:

Sy hép thu cua itraconazol s& kém khi sir dung chung nhitng thudc lam giam tinh acid cua da day.
Céc thudc anh huong trén sur chuyen hoa itraconazol:

Itraconazol chuyén héa chu yeu bai men cytocrom CYP3A4. Hién nay chua c6 mét s6 ligu
nghién ciru chinh thic cho cac thubc cam (ng men khéc nhu 14 carbamazepin, phenobarbital va
isoniazid, nhung cén tién luong nhitng hdu qua tuong tyr cé thé xay ra.

Nhitng chét irc ché manh enzyme nay nhur: ritonavir, indinavir, clarithromycin va
erythromycin c6 thé 1am tang kha dung sinh hoc cia itraconazol.
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Téc du z{ﬁarjgf_as;qna‘én] teén|su chuyén hoa cia nhiing thudc khac: itraconazol ¢6 the e ché su
chuyén hoa mﬂgw ugc chuyén hoa bdi men cytocrom ho 3A. Diéu nay c6 thé dua dén
ia tang’va/hodc

va/ €0 datyhc dung cua ching ké ca tic dung phy. Khi sir dung diéu tri ddng thoi,
céc thude tudhg imgmén diroc tham vén vé thang tin dudng chuyen héa.

Nén tﬁan-'-trgnﬁ‘én nhéc khi sir dung dong thoi itraconazol va thudc chen kénh canxi. Hon
nira, tuong tac vé duge dong hoc c6 thé xay ra cd lién quan vdi nhimg thudc chuyén héa bdi men
CYP3AA4, thubc chen kénh canxi, gdy nén anh huong dén su co thit tim 4m cyc, lam gia ting anh
hudng nay cua itraconazol.

Nhimg thudc sau nén dugc theo doi sat ndn g do trong mdu, tac dung hay tac dung phu. Néu
didu tri phéi hop véi itraconazol, céc thude nay nén giam liu khi can:

+ Thubc chéng dong duong ubng.

+ Thuée trc ché protease HIV nhu la ritonavir, indinavir, saquinavir.

+ Mot s6 thude didu tri ung thu nhur la vinca alkaloids, busulphan, docetaxel va trimetrexat.

+ Thube trc ché canxi chuyén héa bai CYP3A4 nhu la dihydropyridin va verapamil.

+ Mot s6 thude e ché mién dich: cyclosporin, tacrolimus, rapamycin, (cling nhu sirolimus).

+ Cac thudc khac: digoxin, carbamazepin, buspiron, alfentanil, alprazolam, brotizolam, midazolam
tiém mach, rifabutin, ebastin, reboxetin, cilostazol, disopyramid, eletriptan, halofantrin, repaglinid.
Khong thiy tuong téc giira itraconazol voi zidovudin (AZT) va fluvastatin. Khong thiy anh hudng
ciia itraconazol trén chuyén hoa cua ethinyloestradiol va norethisteron.

Tac dung trén sy gén protein huyét twong: Nhimg nghién ciru in vitro da cho thdy khong c6 sur
twong tranh trén sy gén protein huyét tuong giita itraconazol va imipramin, propranolol, diazepam,
cimetidin, indomethacin, tolbutamid va sulfamethazin.

TAC DUNG KHONG MONG MUON:

Nhitng tdc dung phu thudng gap nhét trong nghién cGu lam sang (2104 bénh nhén sir dung
itraconazol) thuong co ngudn goc trén dudng tiéu héa (da day, gan) hoic trén da. Kinh nghi¢m sau
khi dua ra thi truong: Tuy timg loai hé co quan tac dung ngoai ¥ dugc ghi nhén c6 tan sudt duge
quy udc nhu sau:

Cic phan (g bit lgi cua thudc theo tin s (rét thudng gip (= 1/10), thuong gdp (=1/100 dén
<1/10), it gap (=1/1000 dén <1/100), hiém gap (=1/10.000 dén <1/1000), rit hiém (<1/ 10.000).

Tan suat | Téc dung ngoai y
R&i loan tao mau va bach huyét
Hiém giip Giam bach ciu \
Khong rd tan suét Giam bach cau trung tinh, giam tiéu cau
R&i loan hé mién dich |
tgagp Hoi chiing qua man ]
Khong rd tan suat Phan tng phan vé, phan img dang phan vé

phii mach, bénh huyét thanh

R&i loan chuyén hda va dinh dudng

Thudng gdp Chén an hodc ting cam gidc them 4n
Khong rd tan suat Ha kali mdu, ting triglycerid mau
R&i loan hé than kinh
it gap Nhire dau, chong mit, di cam

| Hiém gip Ha huyét 4p
Khong rd tan suat Bénh 1y than kinh ngoai bién

R&i loan thi gidc

Hiém gap [ R6i loan thj gide




0N :ﬂu shtﬁt‘\ ] Téc dung ngoai y
' Khong rd tan suat Nhin mé va song thi

I*["R6iloanthinh gidc va tién dinh
0 Hiém gip/ U tai
r 76 tan suét Suy gidm thinh lyc tam thdi hodc vinh vién
T loan nhip tim

Khéng 15 tan suat | Suy tim sung huyét

R&i loan ho hap

Khéng rd tan suat | Chimg phu né phéi

R&i loan tiéu héa

Thub‘ng gdp Pau bung, budn nén

It gép Non, tiéu chay, tdo bén, kho tiéu, roi loan vi|

gidc, day hoi

Hiém gip Viém tuy

R6i loan gan mat

It gap Tang bilirubin huyét, ting enzym ASAT,
| ’ ALAT

Hiém gap Téng men gan

Khéng r tan suat " Suy gan cdp tinh, viém gan, ngd ddc gan

R6i loan da va mé dudi da

Thuong gdp Phat ban

It gdp May day, rung toc, ngira

Khong 15 tAn sudt H6i chimg TEN (Toxic epidermal

ngcrolysis), Hoi chimg Stevens-Johnson,
hong ban da dang, viém da tréc vay, viém
5 mach méu qud man, ting nhay cam vdi anh

| séng
R&i loan co xuong va mo lién két
Khoéng rd tan suat | Pau ca, dau khép
R6i loan thin va tiét niéu
Hiém gip Pa niéu
Khéng rd tan suét Tiéu khong kiém sodt_ P
R&i loan tuyén vii va sinh san [\ /
It gap Réi loan kinh nguyét| ..~
Khéng rd tan sudt Roi loan cuong dur v
R&i loan tong quét ,
ft gap Sung phu
Hiémgiap Sot
Néu gap bat cir phan (mg phu nao chua dugc néi ¢ trén khuyén bénh nhan hay hoi y kién béc si hay
duoc st
QUA LIEU VA CACH XU TRi:

Hién chwa c6 dir liéu vé qua liéu.

Xir tri: Trong trudng hop qua liéu, nén 4p dung céc bién phap hd tro. Trong vong 1 gior dau sau khi
uéng nén rua da day. Co6 thé sir dung than hoat néu nhu thdy thich hop. Khong thé loai bo
itraconazol bing thim phan méu. Khong c6 thubc giai dge dic hiéu.

HAN DUNG CUA THUOC:
36 thang ké tir ngay san xuat.
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