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Huémg dan sie dung thuée
"™ Vién nang cirng APICOZOL 100

“Bye ki heedng din s dung teicde khi dang”
“PE xa tam tay 1ré em”
“Thude nay chi disng theo don thioc”
THANH PHAN CONG THU'C THUOGC
Thinh phén trong 1 vién nang cimg:
- Thinh phin duge chit
TEYBEDMAZOL ..o reommmsmsnmresnssnsmmermsrresssasresas ressssnsasaramn reespasraman semsnsnmeressmmesssntait dhasscsnspsvnsssmbaiiriosen . L OOVIRE

(Dudri dang vi hat chiea itraconazol 22%)

- Thanh phin 4 dwge trong vi hat chira itraconazol 22%: Sugar spheres, hypromellose Seps, basic
butylated methacrylate copolymer, polyethylen glycol 2000.

DANG BAO CHE
Vién nang cimg s6 0, ndp miu cam, thin méiu xanh, bén trong chira thude dang vi hat miu tring dyc.
CHi BINH
Nam Candida & migng — hong,
Nim Candida im h$ - am dao.
Lang ben.

Bénh ndm da nhay cim véi itraconazol (nhu bénh do Trichaphvion spp, Microsporum spp.,
Epidermophyton floccosum) thi dy bénh nam da chin, da ben, da thin, da ké tay.

Bénh ndém mong chin, tay (Tinea unguinm).
Bénh nim Blastomyees th:}i vi ngodi phfai_

Bénh nim Histoplasma bao gém bénh man tinh & khoang phdi va bénh ndm Histoplasma rai ric,
khing & ming nio.

Bénh ndm Aspergifius phdi va ngodi phdi & nguoi bénh khing dung nap hofic khing wvéi
amphotericin B.
Biéu trj duy tri cho nhimg nguéi bénh nhidm HIV d¢ phéng nhidm nim tiém fin t4i phat.
Dé phong nhidm ndm trong thoi gian gidm bach cdu trung tinh kéo dai, khi phic db didu tr thang
thuémg cho thay khéng hi¢u qui.
- Biéu trf chi duge & tye khi xéc dinh rd ndm cén nhay cim v thude.

CACH DUNG, LIEU DUNG

Cich ding:

Diing thudc ndy biing duing udng, udng ngay sau bira an dé thudc dugc hip thu 16i da va nén ubng
viio m{i gir co dinh mon ngdy.
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Lifu dimg:

o Lidu thucmg diing cho ngudi lin:
Diéu trj ngén ngiy:

- Nim Candida migng — hiu: 100 mg/ngdy, trong 15 ngly. Ngudi bénh AIDS hofc gidm bach ciu
trung tinh: 200 mg/ngiy trong 15 ngy (vi thude hip thu kém & nhom nay)

. Nim Candida im h - im dao: 200 mg/lin, 2 lin/ngdy (ding 1 ngay); hodc ubng 200 mg/lan ngiy,
trong 3 ngay.

- Lang ben: 200 mgﬂ:im’ny?y. trong 7 ngay.

- Bénh nim da: 100 mg/lin/ngay, trong 15 ngay. Néu ndm & cic viing simg hoa cao, didu trj kéo di
thém 15 ngay vai liéu 100 m &fg&y Diéu trj dii ngay (nhim ndm toan thin) phy thude vio dip
img lam sing va ching loai n
Bénh nim mang: 200 mg/lin/ngay, trong 3 thang.

Bénh nim Aspergillus: 200 mg/lin/ngdy, diéu trj tir 2 - 5 thang. C6 thé tang lidu: 200 mg/lan, 2
lan/ngdy, néu bénh lan tda.

Bénh nfm Candida: 100 - 200 mg/lan/ngiy, diéu trj nr 3 tin — 7 thing. C6 thé tang lidu dén 200
mg, ngay 2 lin, néu bénh lan téa.

Bénh ndm Criptococeus (khong phii viém mang nio); 200 mg/lin/ngdy, diéu trj tir 6 — 12 thang.
Viém ming nio do nim Cryptoceccus cho nhimg truomg hep nhiém HIV: 200 mg/] in, 2 tin/ngay,
diéu trj it nhit trong 6 thing,

Bénh ndm Histoplasma v Blastomyoes: 200 mg/lin/ngdy, 1 = 2 lin/ngdy, trong § thing,

Nhiém nm todn thin: 100 - 200 mg/ln/ngay. Co (hé ting dén 200 mg/lin, 2 lin/ngay cho nhimg
truémg hop nhifm xdm lin hojic rii ric, ké c ruémg hop viém mang ndo do Criptetoccus.

Truémg hop nhifm nim de doa tinh mang: Liéu nap 200 mg/an, 3 ln/ngdy, trong 3 ngay, di duoc
sir dung.

Biéu trj theo kinh ug.‘nem cho ngweai bénh giam bach céu trung tinh, co so.t Kot diu tiém !ruyen
tinh m.r,:ch 200 mgfdn, 2 !amhga_‘.r ding trong 2 ngdy sau dd 200 m a'nfngﬂ'y cho i .ﬁ.‘roaug 4
ngdy. Bicu tri tiép tue voi itraconazol dang uéng, liew 200 mg"fﬂn 2 lan méi ngdy cho t6i khi hét edc
dat higu lim sang. An toan va higu qud eho chi dinh ndy khi diéu tri trén 28 ngdy chira duge 1. Vi
trwdng hop gidm bach cdu trung tinh do truyén héa chat, co thé ding itraconazol dang wdng lidu
200 mg/ngdy, 2 lan/ngay.

o Tvé em: Hidu qua vi an toian thubc chua digc khing djnh. Khéng khuvén cdo sit dung APICOZOL

cho tré em trir khi xae dinh duge 1gi ich diéu 1 vugt trdi nguy co cd thé XAy T

. Ll'él:‘ chao nguwai suy gidm cinec nang gan, thdn: Kinh nghi¢m cén han ché nén thin ong khi ding
thuﬁ-c cho nhimg doi tugmg nay.

uén uong mit llen thude, ngu&n bénh uang ngay khi nhd. Tuy nhién, néu gin théi gian ubng
]:éu tiép theo thi bo qua lidu da quén. Khong udng gip dai lidu dé bi licu di quén.

Khiing co yéu cdu die biét vé xir Iy thude sau khi sie dung
CHONG CHi BINH

- Khéng ding vién nang APICOZOL & nhimg binh nhin 3 bift qua mdn vi itraconazol hode vai
bét ki thanh phiin ndo cia thude.
- Cic thude sau chdng chi dinh ding chung véi vién nang APICOZOL (xem Treong fdc):

Chéng chi dinh ding vién nang APICOZOL cing véi cic thube duge chuyén hoa bii CYP3A4 mi
co the gdy kéo dai khodng QT vi du: astemizol, cisaprid, dofetiid, levacetylmethadol
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(fevomethadyl), mizelastin, pimend, quinidin, seriindo] va terfenadin. Ding chung ¢4 Ulé_l_*m gla
ting nong 4§ cie thude niy trong huyét twemg, mi ¢ thé din dén kéo daj khoang QT va hiem xay
ra xodin dinh.

Cae thubo wo ché HMG-CoA reductase dupe chuyén hoa bom CYPIA4 nhr lovastatin v
simvastatim,

Trazolam va midazolam udng.

Cic thuoc crgot alkalosd nher dihydroergommm, ergomeinn (ergonovin), ergelamin va
methylergometrin {methylergonovin],

Nisoldipin
D61 vo cac thude chong chi dinh khae, xem thém & phin Tromg re.

- Wién nang APICOZOL khéng nén ding cho bénh nhin co bing chimg ré1 loan chirc ning tdm that
nhur suy tim sung huyét (CHF) hofic <6 tien st bj CHF ngogi trir troémg hop €4 nguy hai dén tink
mgng hoic b nhidm khadn mling (xem Canh bia),

- Vién nang APICOZOL chéng chi dinh cho phy nft ¢ thai (ngoal trir nhimg tnrémg hep de doa tink
mang) (xem 3w dung & phy nir o thal va cho con i),

- Phy nir ed khi ning mang thar dang dimg APICOZOL nén thin trong ngirs thai, Nén 6ép e so
dung cic bign php tranh thai higu qua sau khi két thic didu i véi APICOZOL cho 16i ky kinh ké
.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Arth hrecng trén tim: Trong mdl nghién el rén nhimg ngeéi tnh nguyén khde manh sit dung
itraconazol tiém tinh mach, d& thiy 6 giam phin suit tong mau thit tréi thoing qua khong ¢6 g
chimg vA hd phuc tnedc idn truyen lieu 1iép theo. M6i lién quan [am sdng cia nhimg dnh huong
naty véri dang bao ché ding dudmg ubng chua duge biét dén,

Itraconazel cho thiy ¢ higu img ¢o bop co tim im vi APICOZOL ¢é lién quan dén nhirng bio cas
suy tim sung huyét. Suy tim thuémg duge bio cho thuémg xuyén hon trong cic bio cho Wy phit o
nhimg bénh nhin ding licy Wng cing 400 mg/nghy so vin nhom ding ting lieu hing ngay thip
hom, vi viy nguy co suy tim 6 thé ting khi tong licu itraconazol trong ngly tAng
Khong nén ding APICOZOL & nhimg bénh nhin bj suy tim sung huyét holc ¢6 tien sir suy tim
‘sung huyét trir khi lgi feb difu trj vagt tri nguy co. Danh gid loi lch/nguy ca theo timg béoh nhin
nén cén nhic vé nhimg yéu 16 nhu sy chi dinh chinh xac, ché dp liéu ding (vi dy tong liéu hing
ngiy) vh cée yeu 16 nguy co cia mg bénh nhin d&i v suy tim sung huyér, Nhimg yéu 16 nguy co
ndy bao gdm binh tim, ahir thidu mdu cuc bo va béah van tim; benh phéi ndng nhe bénh phéi 1de
nghén man tinh; vi suy thin vi edc roi logn phi né khic. Nén thong bio cho phimg bénb nhin niy
clie diu hidu va trigu chimg cda suy tim sung huyét, nén thin trong khi didu tri va nén duoc theo
d6i cae diu hidu va ridu chimg suy tim sung huy¢t trong théi gian didu 1. Nén ngimg APICOZOL
néu xudt hidn cac diu hidu holic irigu chimg rén

Nhimg thude chen (e ché) kénh calei ¢d thé e hidu img co bop co tim Am nén ¢ thé choe hop
virl higu img clia itrmconazol. Thém nifa, itraconazol ¢b the e ché chuyén ha cia thute chien kénh
calel. Vi vy, ciin thin wong khi sir dung ddng théi itraconazol va cic thude chen kénb calei vi lim
gia ting nguy o suy Um sung huyét (CHF)

Tiém niing neemp tde thube: Ding ddng thin mit 56 thubdc chuyén bidt vl itraconazol cb thé diy
dén nhitg thay ddi hiu qui cia itraconazol vivhode thude dimg chung. de doa tinh mang valioge
A5t 1. Cac thube bj chidng chi dinh, khong duge khuyén cio hoge khuyén si dung thin wong khi
keét higp von itrmeonazol duwge lidt ke trong phin Tieomg ide

Nhgy edin chéo: ©6 rit it thang tin A2 ciip dén nhay cam chéo gill itraconazol vil cdo thube Khdng
ndm nhim azol klde. Chn thdn trong khi sir dung vién nang APICOZOL eho nhimg bénh nhin
nhay cam wdi cae thude nhom azol khie,

~
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Bénh Iy than kink: Néu xudt hign bénh 1 thin kinh ¢4 thé do vién nang APICOZOL, nén ngimg
didu 1rj.

Mat thinh hee: Bénh nhin sir dung itrnconazol dugc ghi nhin 18 cé thé bj mit kha ndng nghe @m
thiri hay vinh vién. M@t vai béo cde nay cé sir dung ddng thoi quinidin 13 thube b chong chi dinh
dang chung (xem Chdng il dinh va Tieong tic - Cic thude co thé ting ndng d6 rrong huyét trong
do itraconazol). Mat thinh lwe thuéng héi phue kit ngimg diéu im, nhung ¢o thé kéo dai o mit so
bénh nhin:

Dé khdng chéo: Trong nhiém Candida todn thin, néu nghi ngd cic ching Cundida dé khing
fluconazol, thi khéng thé cho ring nd nhay cam voi itraconazol, vi viy khuyén cio nén x& nghigm
tinh nhay cin trude khi bt diu didy 1 véi iraconazol.

Anh hiemg trén gan: Rt hiém truéng hop dgc tinh gan nghiém wong, ké ca suy gan cap giy ti
vong, khi ding APICOZOL. Hiu hét nhimg wrwong hap nay la o bénh nhin cb tién s bénh gan, 43
duge diéu try cho cde chi djnh nhiém pim toan thin, co nhimg binh 1y ding ke khie vithode d3 si
dyng nhimg thude khic cb a6 tink trén gan. Mt vai bénh nhin k.l'liﬁrlﬂ b yéu to nguy co 18 rﬁl:g
wé bénh gan. Mot vai trudmg hop duge quan sat thay trong thang dieu irj diu tin, ke ca trong tuan
didu tri dAu tién. Nén theo d6i chiic ning gan & nhimg bénh nhin digu trj véi APICOZOL. Hudng
d3n cho bénh nhin bdo cdo ngay cho bac sTche diu higu va trigu chimg goi § viém gan nhi hiéng
in, bubn ndn, nén, mét méi, dau bung hodic nude tiéu sim mau. Nhimg bénh nhin nay nén duoc
ngimg didu trj ngay v cho lam xét nghigm chirc ning gan.

Cé it it ligu vé vige sir dung itraconazol dirbmg udng & rthimg bénh nhin suy gan. Cin thin wong
khi sir dung thude cho nhimg bénh nhan ndy. Khuyén edo theo ddi chire nang gan thin trong &
nhimg bénh nhin suy gan, Trong thir nghiém lim sing d3 quan sit thdy théi gian bin (hit cua
itraconazol kéo dai sau khi udng lidu duy nhiit vién nang itraconazol trén bénh nhin xo gan nén chin
thin trong khi quyét dinh bal ddu diéu i vGi cic thude khic chuyén hoa boi CYP3A4.
O nhimg bénb nhin co ting hofic bit thuémg enzym gan hodie bénh gan tién tién, hodc nhimg
ngudi 48 bi doc tinh trén gan do cde thudc khac, khong nén ding APICOZOL tnr tinh trang nghiém
trong hefic de doa tinh mpng ma 1oy ich vugr w1 nguy co. Nén theo ddi chire ning gan cho nhimg
bénh nhin di bj bat thaomg chire ndng gan trede &6 hofic di timg bj ddc tinh gan v cac thuoe
khac (xem Diege ding hpe: Khom bénh nhin diic big - Suy gan),

Gigm acid da ddy: Sy hitp thu itraconazol tr vién nang APICOZOL s& kém khi gidm acid da day,
{3 nhimg bénh nhin bj gidm acid da day, hodc do bénh (vi dy bénh nhin bj thidu toan djch vj) hodc
do thudc dimg chung (vi dy bénh nhan dang udng thude lam gidm acid dich vi), nén udng vién nang
APICOZOL vai db uong ¢d tinh acid (nhwr nude gl khat cola), Nén theo dai the dung khang nam
va tang fiéu itraconazol khi thit can thiél (xem Twomg rdc - Che thude co thé lim gidm nong 4o
iraconazo! trong huyét twong va phin Dipc dong hoe - Hip thu),

Tré em- Céc dir ligu lam sing v& vige ding vien nang APICOZOL & béalt nhi con han ché. Khdng
khuyén cio sir dung vién nang APICOZOL cho bénh nhi trir khi xac dinh lgi ich diew i virgt trji
nguy ¢of b the xay ra.

Niped cao tusi: Dix igu 1im sang vé vige dimg APICOZOL & ngui ¢ao tubi con han ché. Chi nén
diing APICOZOL & nhimg bénh nhan nay khi xdc dinh loi ich dicu tri virot trd1 nguy co ¢o the xay
ra. Noi chung, nén cin nhic khi chon lidu cho bénh nhin cao wbi, phit hop vai phin anh 1An suar
lom hon cia giam chire ndng gan, thin, hode tm, va bénh ddng thai hodc didu try bang thude khae.

Sity thén: Cb 1t dir ligu vé vige sir dyng itraconazol dirémg ubng cho binh nhén suy thin. Néng do
cia itraconazol ¢ the thip hom & mit 56 bénh nhin suy thin, Nén thin tromyg ki $ir dung thude cho
nhimg bénh nhin nay va o6 (b¢ cin nhie diéu chinh lidw

Beénle whan suy giim aien dick: Trong vai bénh nhin suy giam midn dich (vi du gidm bach e
irung tinh, AIDS hodc bénh uhin ghép tang), sinb khi dung duimg udng cin vién nang
APICOZOL eb i giam.
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Beénl nhin nhidm ndm todn thin de doa tinh mang. Do dice rinh duwee ddng hoe (sem Deeoe ding
hpo ]1 khing khuyén cio sir dyng vién nang APICOZOL dé diéu trj khéi diu cho nhimg hénh nhin
nhiém nim toén thin de doa tinh mang.

Bénh  nhdn  AIDS Didu wi vhi®m nAm wan thin & bénh nhin AIDS ohw  nhiém
nam Sporothix, Blastomyees, Histoplasma hodc Cryptococeus (Vigm mang pilo va nguﬂl THINgG ndo)
vi nhimg bénh nhin co0 nguy co i phat, biac si nén cin n.hﬂc didu m duy in
Xo nang: Trén nhimg bénh nhin xo nang, tinh bién thién vé ndng do diéu trj cua ilraconazol di
drge quan sat thny v mike liéu & trang thai én dinh cin dung dich uong itraconazeol 2, 5mp/kg, 2
lin moi ngdy. Nong di & trang thai dn dinh >250ng/mL di dat d.um: @ khodng 50% bénh nhén trén
16 i, nhung khing dat dupe & bit ky bénh nhin nio dudi 16 tuu: Néu hézm nhin khing ddp img
Vi vign nang APICOZOL. nén cin nhic chuyén qua lidu phip diéu irj thay thé khac.

Théng tin vé mar vl thanh phan cua APICOZOL: Vtéﬂ nang APICOZOL cb chira 192,00 mg cac
hat dwémg hinh ¢y Bgnh nhan miic cac bénh di truvén hidm gip vé khong dung ngp fuctose, kém
hiip thu glucose-galactose hofic thiéu sucrase-isomaltase kKlidng nén ding thuoe nay.

SU' DUNG THUGC CHO PHU NI MANG THAIL VA CHO CON BU

Phu ndf ¢6 thai: traconazol gay phat trién bat thuémg & bao thai chudt cong Chura co nghién ciru
trén phu nir mang thai, nén chi ding cho phy nir mang thai khi thit cin thiée

Phy niz cha con bie: Traconazol c6 phin bo vio sita me. Nén cén nhic lpi ich cua vie ding thube
cho npué me va nguy co ¢b the xay ra vdi e b sira. Khong nén cho tré bl khi ngudi me ding
itraconazol.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chus ¢4 dir ligu dé cip vé anh hmg cin itraconazol 1én khi nding T xe va vin hinh méy muc

Khi lai xe hodc vin hanh miy moc cin luu ¥ i thinh thoang ¢6 chong mit, roi logn thi gide, miit
thinh lue cd thé xay ra trong thivi gian diu iri voi itraconazol.

TUONG TAC CUA THUOC
Itraconazol duge chuyén hoa chi yeu b CYP3A4. Cic chil khic ¢ chung dudimg chuyén hoa
hodc lam thay doi hoat tinh CYP3A4 co the anh hudng dén duge dfng hoe ena itraconazol. Tuong
fir. itraconazol o&_ thé thay din dwge déng hoe cla cic chéj khac ¢ chung con dwimg clmyén hoa,
Itraconazol 14 chat e ché CYP3A4 manh va chat gc ché P-glycoprotem. Khr s dung thude kér
hap, nén tham khao thing tin vé duémg chuyén hoa va co thé can dicu chinh lidu,
Cic thudie c6 thé lam gidm ning d§ itraconazol trong huyét twomg: Nhimg thude lam giam acid
dit day (vi du thufic trung hoa acid nhur hydrnmd nhdm, hodc nh-:mg, thude fre ché 1iét acid dich vj
nhr thude déi Lhang th thé H; v e ¢hé bom proton) lim giam hap thu itraconazal hr vién nuﬂg
itraconazol, Khuyén cao nén thin trong khi dimg 36ng théi nhimg thubc mdy véi vién nung”
itraconazol: é}

= Khuyén céo nén udng iraconazol vén d6 udng co tinh scid (nhu nuac gidi khat cola) khi diéu m
hop v cac thude lam grim acid dich v

= Khuyén ¢io nén uong cde thude trung hoa acid (vi @y hydroxid nhom) it nhit trede | gidr hode say
2 gidr sau khi udng vién nang APICOZOL.

- Khi sit dyng dong thén, nén theo doi the dyng khang nim v ¢6 thé ting liéu itraconazol néu that
can,
Dimg dong théi itraconazol véi thude giy cam tmy manh enzym CYPIAL co thé 1dm gidm sinh

khd dyng cia itraconazol vi hydroxy-itraconazol dén mot mire do ma co thé 1im gidm higu qua
diéu trf. Vi dunhar:

- Khang simh; isoniazid, rifabutin (xem Cde thuoc cd thé b wang nang do trong huydt neemg do
riraconazely, nfampecin;
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- Ch{"-:ng co giit: carbamazepin (xem Cde thute oo theé by fang m‘::ug dp trong hver tieomg do
trraconazol), phenobarbital, phenytoin;

Khing virus: efavirenz, tevirapin.

Vi vily khong nén ding két hop cac |11._uéc ghy cam img manh CYP3AJS v itrconazol Nén wanh
sir dung nhimg thuos nay wde hai tuan hodc trong kh_i dang dimg itraconazol trir khi lm p::l'f Vgl
trgi nguy ea co thé xay ra do ireconazol. Khi ding két hop, nén theo doi tae dung khing nim va
ting lidu itraconazal khi thit ¢én thiét,

Cic thube cé thé lim ting nbng @ itraconazol trong huyét tweng: Chc chit e ché manh
CYPIA4 cd the lam ting sinh kha dung cin itraconazol, Vi du nlur:

- Khing sinh: ciprofloxacin, clarithromyein, erythromycin;

- Khang virus: darunavir ding cimg ritonavir va fosamprenavir dimg cing: ritonavir, indinavie
(xem Cie thuic cd thé bi ting nong &6 trong huvél tueomg do itraconazol phia dudi), ritonavir
(xem Ciic thuoc ¢6 thé bi tang néng d6 trong huvét twome do itracanazol phia dudi) va telaprevir.
Khuyén cao nén thin wong khi ding phéi hop nhimg thude niy véi vién nang itraconazol. Nhimg
bénh nhin phai sir dung dang thai itraconazol vén ¢ic thudc tre ché manb CYP3A4 nén dwoc kiém
sodl chir che cic diu hiu hojc wigu chimg cun vige ting hay kéo dii wic dung dugc ly cua
itraconazol, v giam liéu itraconazol khi cdn thiét. Khi thich hop, nén dinh lugng néng dd cua
itraconazol trong huyét twong.

Cic thude cd the bj ting nong 49 trong huyét trang do itraconazol: Itraconazol vé chit chuyén hoa
chiuh cia no, hydroxy-itraconazol ¢6 thé irc ché syt chuyén hod cia nhimg thudc duge chuyen hoa
bii CYP3A4 va o thé ngdn chin viéc vin chuyen thudt bei P-glycoprotein, mi ¢6 the dan dén
thng uﬂmg d§ trong huyét trang cila cac thude niy vishode cde chat chuyén hoa c¢d hogt tinh cia né
khi nd ket hop voi itraconazol, Néng 4§ cao trong huyét twong ¢6 thé lam ting hojfic kéo dai tac
dung diéu trj va tac dyng phy ciia cic thude nay, Nhimg thudc chuyén héa bai CYPIA4 duge bidt
i kéo dii khoang QT ¢ thé bj chéng chi dinh véi iraconazel vi khi két hgp ¢b thé din dén nhip
nhanh thit bao gom ci xodn dinh, mit chimg loan nhip tim co thé giy tr vong. Khi ngimg didu tri,
néng d itraconazol trong huyét twomg giam dén ndng 4§, gin nhir khdng thé phit hién duge trong
vong 7 dén 14 ngdy, phy thude vao liéu ding vaA thei gian didu i, O nhimg bénh nhan xo gan hojc
nhimg b¢nh nhin ding thudc e ché CYP3A4, sw suy gidm nong 4§ trong huyér nrong c6 thé chim
hom. Diéu ndy dic bigt quan trong khi bit ddu didu tr voi eae thude eb chuyén hoa by anh hrdmg
b itraconazol.

Che loai thude nrong tie duge phin loai nhr sau;

= “Chéng chi dinh™ La loai thude khéng duge ding chung véi itraconazol trong mot truéme hop vi
dén hai wan sau khi ngimg diéu trj véi itraconazol.

- “Khing khuyén cio”: Nén trinh sir dung thude trong thivi glan diéu trj vd dén hai win sau khi
ngimg diéu trj voi itraconazol, trir khi lgi ich vugt trdi nguy co cia cic tic dung phy. Néu khing
tranh duge vige ding két hop, nén theo ddi diu higu 1am sang hodc trigu chimg cita viée ting hojc
kéo dii the dung Phu cin cic logh thude tromg tde, va lidu ding cia thude nén duge gidm hodc
ngimg khi can thict, Cin dinh ligmg ning 4§ trong huvét tiromg néu ¢in,

- “Sir dyng thin trong™ Theo dai cin thin khi thudc duge ding chung voi itraconazol, Khi ding
chung, khuyén cho ring cic bénh nhin duge theo dbi chit che cac dhu higu hode tnéu chimg cua
ting hofic kéo dai tic dung hojc tac dung phy clia cic loai thude twong tac, va duge gium liéu ki
can thiér, Cin dinh lugmg néng 49 thude trong im}'ér. turong néu cin,

Vi dy vé cic thude mi cb thé ting ndng 4§ trong huyét tuomg do itraconuzol duge trinh by theo
nhéam thude sau, vii nhimg khuyén cdo vé vife ding chung vén itracanazol:
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Nhom thube Chiing chi djnh Khing khuyén céo | Sir dyng thin trong
Chen alpha tamsulosin
Giam dau levacetylmethadol fentanyl alfentanil,
(levomethadyl}, buprenorphin IV va
methadon dudi hedi, oxyeodon
Chéing loan nhip disopyramid, dofetilid, digoxin
dronedaron, quinidin
Khang sinh rifabutin®
Thude chéng déng va rivaroxaban coumarin, cilostazol,
chong két tip tiéu cau dabigatran
Chilng co gidt carbamazepin®
Diéu tri tiéu duemg repaglinid, saxagliptin
Téy giun vi chéng don | halofantrin praziquantel
bao "
3
Khang histamin astemizol, mizolastin, ebastin ;
terfenadin 1
iy
Thuée diéu tri dau nira | ergot alkaloid, nhy eletriptan E
dau dihydroergotamin, |4
ergometrin 3
{ergonovin), 2
ergotamin,
methylergometrin
{methylergonovin) ;}
Thuéc diéu trj ung thr | irinotecan dasatinib, nilotinib, | bortezomib, =
trabectedin busulphan, docetaxel, ;
erlotinib, ixabepilon, d
lapatinib, trimetrexat, i
vinca alkaloid
Chéng loan  thin, | lurasidon, midazolam alprazolam, N
thude an thin va thudc | udng, pimozid, aripiprazol,
ngi sertindol, triazolam brotizokam, buspiron,
haloperidol,

midazolam [V,
perospiron, quetiapin,
ramelteon, risperidon

Khang virus maraviroc, indinavir®,
ritonavir’, saquinavir

Chen beta Nadolol

Chen kénh calei bepridil, felodipin, cae dihydropyridin




https://trungtamthuoc.com/

Trang %/ 14
Nhém thuie Chéng chi djnh Khing khuyén cio Sir dung thin trong
lercanidipin, khac, verapimil
misoldipin
Thuoe tim mach, cic | ivabradin, ranolazin aliskiren
thude khac
Thube lgi tiéu Eplerenon
Thudc tiéu hoa cisaprid aprepitant,
domperidon
Thude e ché mién everolimus budesomd, ciclesonid,
dich ciclosporin,
dexamethason,
fluticason,
methylpredmisolon,
rapamycin (sirolimus},
tacrolimus,
temsirolimus
Thude diéu trj lipid lovastatin, simvastatin atorvastatin
Thuiic ho hip salmetero]
SSRIs, thube ching Reboxetin
trdm cam ba véog vi
cac thuoe chr&':l-rlg tram
cam lién quan
Thude tiét nigu vardenafil fesoterodin.
imidafenacin,
sildenafil, solifenacin,
tadalafil, tolterodin
Thude khic Colchicin & nhimg colchicin alitretinoin (dang
bénh nhiin suy gan uong), cinacalcet,
hodic suy thin, mazavaptan, tolvaptan

* Xem danh sich cdc thude cb thé lam gidm nbng 4§ itraconazol rong huyét twong
" Xem danh sdch cie thube cd thé lim tang néng i itraconazol trong huyét iuomg

Blcishin

Cie thuie cb thé bj giam ning 4 trong huyét twomg do itraconazol:
Dimng déng thin itraconazol vii thude chong viém meloxicam khong steroid cé thé lim gidm nong
i trong huyét twong ciia meloxicam, Khuyén cdo nén sir dung thin rong meloxicam ket hgp véi
itraconnzol, vt nén theo dai dnh huémg hode tic dung phu ela nd. Nén diéu chinh liéu meloxicam
khi ditng chung véi itraconazol néu cin,

Bénh nhiin nhi: Nghién ciu twong tée chi dwge thye hign & ngudi lon..
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TAC DUNG KHONG MONG MUON

Negamg ditng thuic va lién hi¢ vai bdce si, dirge si hadc dén bénh vign ngay ldp tirc nin ngirdi ding

thude bf cdc phin g sau:

Cic dau hi¢u dj img dt ngdt nhyr phat ban (ndi may day), kich img da nghiém trong, sung mit,
mdi, ludt hode cic by phin khic cia co thé. Diy 6 thé 13 diu hidu cia cde phin img dj img niing
{chi xdy ra o mt s0 ngudi).

Céc roi loan da nghiém trong nhur 15t da v/ hofic phit ban véi cac mun mi nhd (kém theo st} hay
phong rip da, migng, mét va b phin sinh due, sot, om lanh, dau co va cim thay khéng khoe

Cim giac ngira ran, té hode yéu chin tay.

Chin dn, budn nén, ndn, mét méi bit thrémg, dau da day, suy nhuge co, ving da hodc ving mit,
nurde tiéu dim mau, phin nhat hofic rung toe. Biy b thé 14 diu hifu ciia bénh v& gan (chi xay ra &
mit 50 ngwd).

Khe the, ting cin bit ngd, sung chin hojc bung, cam thiy mét moi bit thuimg hofic kho thé vao
ban dém. Biy ¢6 thé 1a diu higu ¢ia suy tim. Kho thd cling cd thé Ia diu higu cia dich trong phdi

(diéu nay chi xdy ra & mét sb nguii),
Cic tdc dung khing mong muin khic:

Bang dudi diy ligt ké cde phin img bit loi cta iraconazol ghi nhan duge tir cde bio cdo r phat vi
trong cac thir nghiém [dm sidng. Tan sut phan img bat lgi drge quy e nhur sau: rit thudmg gip (=
1/10), thuimg gip (= 1/100 vi < 1/10), it gip (= 1/1000 va < 1/100), hiém gdp (= 1/10 000 va <

1/1000), rit hiém gip (< 1/10 000), chua rd thn suit (chua thé uéc hugng the sudt o dir ligu hign co),

HE cor quan Thurimg gip it gip Hitm gip | Khing rd tin suat
Caéc rai loan hé Gidm bach cdu | Giam  bach  ciu
bach huvét vi mdu trung tinh

Gidm tidu ciu
Roi logn hé mién Qud min " Phin img phin v
dich Phit né thin kinh

mach

Bénh huyét thanh
Cie rai logn Ha kali miu
chuyén héa v dinh Tang  triglycerid
diimg miu
Ciic roi logn hé Nhirc déu, chong | Gidm cim gide | Bénh  thin  kinh
tharn kinh mit, dj cam ngoal bién
Cdc rii logn mit Réi loan thi

gidc

Cide roi fogn mé U tai Mit tinh Iyc ten |
elaxo v tai thiri hodc vinh vién
Cde réi logn tim Suy 1im  sung

e
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huyét
Cdc roi logn trung Khé tha Phi phéi
that, ngiee va ho
hap
Céc rof logn tiéu | Dau bung, bubn | Nén, tiéu chay, Viem tuy
hda nén tdo bon, kha tidu,
loan vi gidc, diy
hoi
Cec rai logn gan Téng bilirubin Tang men gan | Suy gan cép tinh’,
mit mdu, tng alanin viém gan, nhiém
aminotransferase, dfc gan
ting aspartat
aminotransferase.
Cde roi logn da va | Phét ban Maiy day, ung Hoai tir thugng bi
md diecri da 1e, nglra nhiém doe, hd
chimg  Stevens-
Johnson, mun mi
ngoai ban lan 1oa
cip tinh, ban 46 da
hinh, viém da tréc
vy, wém mach
huy bach ciu, nhay
cam v anh sang.
Cic rii Iﬂ{m oo Bau co, dau khap
xwomg v md lién
két
Cde 5&: loan thén Tiéu rit Tidu khong kiém
vd et nigu 5041
Cer réi logn hé Réi loan kinh Rii loan cuomg
sinh sin va tuyén nguyét duong
Vit
Réi logn todn thin Phii Sét

v plidn g tai noi

diing thuge

* Tréem:

Dura trén dir lidu an toan tdng hop tir mét s6 thir nghiém lam sang, cic phan img bét lgi & bénh
nhén nhi duge bio cio phé bidn 1& non mira, s, tiéu chiy, viém niém mac, ban do, dau bung, budn
non, ting huyEl dp, ho. Néi chung, ban chit cia phin (mg bét loi & bénh nhin nhi 13 twong tur nhy
quan st thiy & ngu o, nhumg t 1 miic cao hon & bénh nhin nhi.

Hurémg din eich xir tri ADR:
Binh ki theo dai chirc ning gan, ngimg thude néu thiy diu higu bit thudmg va viém gan.

Bdo cido cde phin ing b hai: Hay bdo cho bic si, duge s7néu ngudri ding thude nhan thiy bt ky tac
dung phu ndo, ké ¢i cde tic dung chua duwe 1iét k&, hofic bao céo cic phan img o hai cha thufic vé
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Trung tim Théng tin thubc va Theo déi phin tng co hai caa thube (bio cio ADR online 1ai dia chi
hnp:baocaoadr.va,
QUA LIEU VA CACH XU TRI

Trifu chimg qui lidu:

Chira ¢o nhiéw thimg tin vé tnrémg hop qud lidu, Mt 54 ngudt bénh ding licu trén 1000 mg ¢ e
trigu chimg twong tw phin img phu & liéu khuyén ding.

Xir tef qued lign:

Ngwrdrt binh can duge didu irj wigu nhﬁ:ﬁuﬁ hd trgy, rim da diy néu cin thi#t, Khdng co thude gidi dic
dic higu. Khing logi duge itraconazol biing thiam éch mibu.

DAC TINH DUQC LUC HOC
Nhom dige Iy: Chong nedm
M3 ATC: JO24C2
ltrdconazol, mit din xult triazo, & phd khing nam rong.

Cic nghién ciu in vitro cho thily itraconazol 1am gidm 1ng hop ergosterol trong 18 bio vi pdm.
Ergosterol 1d mdt thanh phin thiét yéu cia ming té bio vi nim. Su suy giam tong hop ndy ipo nén hifu
qui khang nam,

Béi vai itraconazol, diém thiét lip 40 nhay véi thube (breakpoint) chi duge thiét lip cho Candida spp.
tir cic Joai nhidm nim nimg (CLSI M27-A2). Diém breakpoint theo CLSI nhu sau: nhay cdm < 0,125
nhyy cam phy thuge licu 0,25 - 0,5 vi dé khing > Imeg/mL. Céc diém breakpoint ¢o thé didn dich da
khéng duge thiét 13p theo CLSI cho nim ki,

Cie nghién cint i vitr cho thdy ring itraconazol de ¢hé sy phit trién ¢ta nhiéu logi vi mm piy béh
cho ngwii & nong df théng thutmg < Imeg/ml. Cde vi nim ndy bao gom: Trichophvion spp.,
Microsporum spp., Epidermophyton fleccosum, Candida spp. (bao gom C albicans, C tropicalis, C
purapsilosisand € krused, Cryprococeus. neaformans, Malassezia spp.,  Tnchosporon  spp.,
Geotrichum  spp.).. Aspergillus spp.; Histoplasma spp., gom H  capsulatum; Paracoccidioides
brasiliensis; Sporothrix. schenckii,  Fonsecaes  spp.  Cladosporium  spp.; Blastomyces
dermatitiddis, Coccidindes Immitis; Pseudallescheria boydit, Penicillinm marneffe vi cie logi ndm men
va vi nam khic.

Candida Rrusei, Candida glabrata vi Candida guillermondii thuwdmg 14 cic ching Candida kém nhay
cam nhat, & vai thir nghiém phin 13p in vitro cho thiy chiing dé khing khang rd rét vin itraconazol.

Cac logi ndm chinh khing bj e ché b siraconazol 14 Avgomyceres (vi dg nhu Rivzopus spp.,
Rhizomucar spp., Mucor spp., v Absidra spp.), Fusarium spp., Scedosperium spp. vi Scopulariopsis
spp.

St dé khing azol co vé hinh think chim vi ihiromg 14 ket qué cia vii d6t bién gen. Cée co ché ¢
mid ta b li s bigu hign qua mie cha ERGL aim ma hna enzym dich HMa-demethylase, dit bien
diém wong ERGI1 din dén su gidm i luc dich vi/hode sy bidu hign qua mire cia chit vin chuyén din
dén ting bom ra ngodi. Dé khing chéo giita cc azol 48 duge quan sit thiy & Candida spp.. mic di sy
dé khang cia | thube trong nhom khéng nhat thiét co nghia 14 dé khing v6i cde azol khide. Chiing
nim Aspergillus fumigaris da duoe bio cao ca de khing v itraconazol.

PAC TiINH DUQC BONG HOC

- Hap thu sinh kha dung dudmg udng cia Itraconazol phy thude nhidu v dang uing vi thirc dn.
Itraconazol diudn dang dung dich duge hap thu 1t nhiit khi déi. Thire in lim gigm the 46 v mire 86
hap thu cun thuoe ¢ dang dung dich. Trong khi do, itraconazel dudn dang vién nang digc hﬁp thu
10 vit dat m*mg dé 16 da khi ndng ngay sau bim i hoje uing cing thire fin, do thire 4n lam giam
toe iy hap thu nhmg lim ving C.., v dign tich dinn dwimg cong ( AUC ), Kin ding licw don 200
mg itraconazol dudi dang dung dich (khing c6 thire &), Couy dil dirge 544 nanogam/'ml trong
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khodng 2.2 gid sau khi ufng. Liéu don 200 mg itraconazol dang vién ubng véi thire dn, Co,, dit
drgre tnumg binh 302 nanogam‘ml trong khodng 4- 5 gitr sau khi uong.

« Phin bd: Thudc lidn két voi protein cao 16 trén 9%, chil yéu vi albumin. Thude hoa tan téif trong
lipid, ning 43 trong cic m cao hom nhiéu trong huyét thanh,

- Chuyén héa: liraconazo! chuyén héa trong gan thinh nhiéu chit rdi bai 1iét qua mat hoje nude tiéy
M@t trong nhimg chit chuyén héa 1 hydroxyitracenazol b tic dung ching nim va cd nong 43
trong huyét thanh gip d6i ndng d§ cia ivaconazol & rang thii on dinh.

- Thai trir: Khoing 40% litu duge bii xuit ra nudc tidu dudi dang hop chit chiyén hoa khdng ed hogt
tinh, 3 - 18% liéu udng duge bAT tiét qua phin dudi dong khéng doi. Mot lugng nho thii trir qua lop
simg vi toe. Thisi gian bin thai eda itraconazol sau khi ubng dang vién nang va dang dung djch
trong (mg 14 64 gidr vA 39,7 gio, cila chilt chuyén héa hydroxyitraconazol tiomg img li 56 2io va
27,3 gidr. Tham tach mau khdng logi duge itraconazol ra khoi co the.

Cie dol tupmg dde bigt:

Suy gan: ltraconazol duge chuyén hoa chir yéu & gan. Mt nghién cini duge dong hoe da duve tién
hinh tréo 6 ngudi khoe manh vé |2 bénl nhin xo gan udng lidu duy nhit 100mg itraconazol dang
vién nang. D3 thiy Cmax trung binh gidm ddng ké (47%) ¢6 ¥ nghia théng ké vi thai gian bin thai
thng hai lin (37217 gitr so véi 1625 gity) & ngudsi xo gan so véi ngudi khée manh. Tuy nhién, dia
trén ALIC, nong di trong méu chung cia itraconazol 14 nhu nhau & nhom xo gan wii nhém khoe
manh. Khing cé dif ligu vé vige ding itraconazol 1au déi o nhom xo gan:

Suy thin: Cé it dit ligu vé vide sit dung itraconazol dwimg wéng cho binh nhin suy thin. Mt
nghién cim duge dong hoo sir dyng licu duy nhiit 200ing itraconazol (4 vién nang 5tmg) 43 duge
tién hianh trén 3 nhom bénh nhan suy thin (ure huyét n=7; thiun tach miu: n=7 vi thim phia plhic
miac lién tue ngoai tni 1=5), O nhom bénh nhiin ure huyée vai 4@ thanh thai ereatinin trung binh 1a
13 mL/phit x 1,73, néng 46, dya trén gii tri AUC, gidm nhe so vdi nham binh thuémg. Nghién
ciru ndy khang khing dinh bil ki anh hudmg déing k¢ ndo cia thim tich miu hay tham tach phue
mage lién e ngoal tri ddi vai dirge dong hoc cia itraconazol (Tmax, Cmax va AUCO-8h). Thong
tin vé ndng 44 trong huyét uremg theo thii gian cho thiy sy khic bidt Iém gita cic doi togng & ca 3
nhom,

Sau mdt liu duy nhit duamg tinh mach, théd gian ban hiy trung bink cdia itraconazol & nhimg bénh
nhin suy thin nhe (dinh nghia rong nghién cini ndy 14 CrCL 50-79mlrphit), trung bink (dioh
nghia trong nghién ciru ndy la CrCl 20-49ml/phit) v suy thin ning (dinh nghia trong |1j_1ihiE|1 el
nay I3 CrCl <20mL/phin) |4 twong tw nhu & nhimg ngwét khée manh (ngudmg trung binh lan hrot 14
4249 gitr & phimg bénh nhin suy thin va 48 gid & nguoi khoe manh), Ngng a9 wrong mau cia
\traconazol, dua trén AUC, gidm & nhimg bénh nhin suy than wung binh khoang 30% va suy thin
ning khoang 40% so vén nhimg nguwin cb chire pang than bink thudmg.

Chua ¢o dif liéu & nhimg bénh nhin suy thin diéu trj |fu dai voi itraconazol. Loc thin khdng cb tac
dong trén thin gian ban huy hay thank thii itraconazol hofic hydroxy-itraconazo],

Bénh when nhi: it figu duge dgng hoe khi sit dung itraconazol trén nhdm bgnh nhin nhi con han
ché. Nhimg nghién citu duge dng hoe 1im sing & tré em va thanh thiéu nién & o tdi 1 § thing
dén |7 tudi ticn hianh véi itraconazol vién nang, dung djch udng hofic duimg tinh mach. Liéu cho
mdi bénh nhin ding vién nang va dung dich udng [4 tir 1.5 dén 12,5 mgkgngay, | hoje 2
lin/ngay. Dang ding tinh mach dugc truyén liéu duy nhin 2.5mg/kg hojc 2.5mykg truyen | hodc 2
lin méi ngiy. DOi vor lidu hing ngay gidng nbau, lidu hai lanngay so véi lieu mét lan/ngy cho
nong 40 day va nong 46 dinh neong dwong v ngwdn lom ding mgt lidu hing ngay. Khang thiy cb
sy phu thude ding ké vio i fugi doi vai AUC va tong ligmg thanh thii (oan co the, rong khi ghi
nhin duge sy lién hé ma nhat gilra tudi vé thé tich phin b itraconazol, Cmax vi 16c 4§ thii trir giai
doan cudi. BY thanh thai bibu kién va thé tich phin bé cia itracomizol duing nhy lién quan dén
trong lugng ¢o the.
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QUY CACH PONG GOIL
Hop 1 vi nhém — nhém, vi 6 vién nang cing.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Pitu kién bdo quén: Bio quan noi khd rdo, trdnh anh sang, nhiét d6 dudi 30°C. Dé thudc ra khoi tam
nhin va tim tay cta tré em.

Han ding: 24 thang ké tir ngay san xut,
Tiéu chudn chit lwgng: TCCS.
CO SO SAN XUAT
Céng ty C6 phin Dwoc APIMED
- Dia chi try s¢: 263/9 Ly Thuéng Kiét, Phuémg 15, Quan 11, thanh phé Ho Chi Minh.

- Dia chi nha may: Puéng N1, cum cong nghi¢p Phit Thanh - Vinh Thanh, xd Vinh Thanh, huyé¢n
Nhon Trach, tinh Bong Nai.
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